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IO MEJUIIMUHCKOMY NPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA
OCEJIbTAMUBUP

PerncrpanuoHHblii HOMep:

Toprosoe HanmeHoBaHue: OceabTaMUBUP

MexkayHapoaHOe HEMATEeHTOBAHHOE UJIM TPYNNIMPOBOYHOE HAUMEHOBAHMe: OCEIbTAMUBUP
JlekapcTBeHHasi gopma: KarcyJsibl

Cocras

1 xancyna 30 M COACPIKHT:

Heticmsyrowee sewyecmso: ocenbramuBupa pocdar — 39,4 Mr (B mepecuere Ha OCEIBTAMUBHP —
30,0 mr).

Bcnomocamenvhvie ewgecmsa: kpaxmai KyKypy3HbIN IpeKeTaTHHU3UPOBaHHbBIN, TOBUI0H K30,
HATpUs KPOCKapMeII03a, TAJIbK, HaTpusl creapuiidymapar.

Kancyna meepoas sicenamunosas Ne 4: TuTana TUOKCU]I, KEITATHH.

1 xancysia 45 M COJIEPHKUT:

Heticmeyrowee sewjecmso: ocenbramuBupa pocdar — 59,1 mr (B nmepecuere Ha OCENbTAMUBHP —
45,0 mr).

Bcnomocamenvhvie gewyecmsa: kpaxmail KyKypy3HbIN IpeKeTaTHHU3UPOBaHHBIN, TOBUI0H K30,
HATpUS KPOCKApPMEIUI03a, TAIbK, HaTpHsl cTeapridymapar.

Kancyna meepoas socenamunosas Ne 3: TuTana TUOKCHI, KEITATHH.

| xancyJsia 75 M COJIEPAKUT:

Heticmsyrowee sewjecmso: ocenbramuBupa pocdar — 98,5 Mr (B nmepecuere Ha OCEIbTAMUBHP —
75,0 mr).

Bcnomocamenvhvie gewgecmsa: kpaxmai KyKypy3HbIN TpexXeTaTUHU3UPOBAHHBIN, TOBUI0H K30,
HATpUs KPOCKapMeII03a, TalIbK, HaTpHsl creapuiidymapar.

Kancyna meepoas scenamunosas Ne 1: TuTaHa TUOKCHIL, KETaTHH.

Onucanue

TBepabie Kancylibl, KOPIMYC U KPBIIIeUKa KarCyybl HEMPO3payHbIe, OT OEI0ro WM MOYTH 0eI0ro
1[BE€Ta 710 OEJI0T0 C JKEeNTOBATHIM OTTEHKOM IIBETA.

CogepxuMoe Karcyll — MOPOIIOK WM YIUNIOTHEHHAs MOPOIIKOBas Macca OT 0eloro Wi MOYTH
0enoro mBeTa 0 OENIOTO C KEATOBATHIM OTTEHKOM IIBETA.

dapmakoTepaneBTHYECKAs] TPYININA: MPOTUBOBUPYCHBIE CPEACTBA CUCTEMHOTO JIEHCTBHS;
MPOTUBOBUPYCHBIE CPEICTBA MPSAMOTO ACHCTBUS; HHTUOUTOPHI HEHpaMUHHUIA3bI

Kon ATX: JOSAHO02

DapMaKoJIOrHYecKue CBOMCTBA

Dapmakoounamuxa

Mexanusm deticmeaus

ITpotuBoBUpycHBI mnpenapar. OcenbTaMUBUDP SBISETCS IPOJEKAPCTBOM, €r0  aKTUBHBIN
MeTtabonut (ocenpramuBupa kapOokcunar, OK) — 3ppexkTuBHbIN U CeNeKTUBHBII MHTHOUTOP
HelipaMHHMIa3bl BUPYCOB rpummna tuna A u B — ¢epmeHTa, KaTaqu3upyromero mnporecc
BBICBOOOXK/ICHHSI BHOBb OOpAa30BaHHBIX BUPYCHBIX YaCTHIl M3 MH(QHUIMPOBAHHBIX KJIETOK, MX
NPOHUKHOBEHUS B HEMH(UIIMPOBAHHbIE KJIETKH MUTENUS JIbIXaTeIbHBIX MyTeH U JalbHEHIIero
pacnpocTpaHeHusi BUpyca B opranu3Me. TOPMO3UT poCT BUpyca rpumma in Vitro u mopasiseT
PETUTMKAIIMIO BUPYCa U €T0 MTaTOTeHHOCTH IN VIVO, yMEHbIIaeT BhIIeNIeHHe BUPYCOB rpumnmna A u B
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n3 opranusma. Konnentpamus OK, nHeoOxomimast nﬂﬂ'x?fﬁrﬁ%p?&%ﬁ%éﬂfﬁ%ﬁﬂ&% Ha

50 % (ICso), cocraBisier 0.1-1.3 HM mnst Bupyca rpunma A u 2.6 HM i Bupyca rpunma B.
Menunana 3nauennii 1Cso a5 Bupyca rpumnmna B HecKoabKo BbIIIE U cocTaBisier 8.5 HM.
Knunuueckas sgppexmusnocmeo

B mpoBeaeHHBIX HCCIENIOBAaHUSAX OCEIBTAMHBHP HE OKa3blBajl BIMSHUS Ha o0Opa3oBaHue

MIPOTUBOTPHUIIIO3HBIX AHTUTEN, B TOM YHCJIC HAa BBIPAOOTKY aHTHUTE]T B OTBET HA BBEJICHHE
MHAaKTUBUPOBAHHOW BaKIIMHBI TPOTUB TPHUIINIA.

Hccnedosanus ecmecmeennoll 2punno3Hou ungexyuu

B KJIMHWYECKHMX HCCIEAOBAHUAX, MPOBEICHHBIX BO BpEeMs CE30HHOM HWH(EKIUU TpuIIa,

NalMEeHThl HauYMHAIM TOJy4yaTh OCEIbTaMUBUD He mosgHee 40 4 1mociie MOSBICHUS IEePBBIX
CHUMIITOMOB TPUMIIO3HOM HHpEKIMH. 97 % manneHToB ObUIM MHPHUIMPOBAHBI BUPYCOM TpHIMIa A
u 3 % mnauueHToB — BUpycoM rpunna B. OcenbTaMuBUp 3HAUUTENIBHO COKpaIlajd MHEpUOL
KIIMHUYECKHUX MPOSBICHUN rpunmno3noi nadekuu (Ha 32 4). Y ManueHToB ¢ MOATBEPKIACHHBIM
JIMarHo30M TpUIINA, NMPUHUMABIIMX OCEIbTAMHUBHP, TSKECTh 3a00JIeBaHUS, BBIPAKEHHAs Kak
IUIOINAAb 10/ KPUBOW JJIi CyMMapHOrOo HHAEKCa CHUMITOMOB, Obula Ha 38 % MeHble IO
CPaBHEHMIO C NAIMEHTaMM, NOJy4yaBUIMMHM I1anedo. boiee Toro, y mMoiaoaplx nanueHToB O€3
COITYTCTBYIOIIMX 3a00JIeBaHUM OCENbTaMUBUDP CHUKaN mpuMepHo Ha 50 % yacToTy pa3BUTHSA
OCJIOKHEHUH TpUMIA, TPeOYIOIMX NPUMEHEHUs aHTHOMOTUKOB (OpOHXWTa, ITHEBMOHUH,
CHHYCHTAa, CpPEIHEr0 OTHTa). bBbUIM mMoiydeHbl 4YeTKHe [oKa3aTeiabcTBa A((HEKTUBHOCTH
npenapata B OTHOIIEHHMM BTOPUYHBIX KpUTEpUeB 3(PQPEKTHUBHOCTH, OTHOCAIIMXCS K
AHTUBUPYCHOM AKTUBHOCTH: OCEJIbTAMHBHP BbI3bIBaJ KaK YKOPOYEHHE BPEMEHHU BBIJCIICHUS
BUpYCa U3 OPraHNW3Ma, TaK U YMEHbILIEHHE IIOIIAH 1101 KPUBON «BUPYCHBIE TUTPHI-BPEMSI».
JlaHHbIe, NOJTYYEHHbIE B UCCIIEJOBAHUU 110 TEPAIMK OCEIbTAMUBUPOM Yy MAIUEHTOB MOXHUIOTO U
CTapyeCKOro BO3pacTa, MOKa3bIBAIOT, UTO IPUEM OCEJIbTAMUBHpPA B J03€ 75 Mr 2 pa3a B CYTKH B
TEYEHUE 5 JHEW COMPOBOXKAAJICS KIMHHYECKH 3HAYMMBIM YMEHBIICHHEM MEIHaHbl Mepruoja
KJIMHAYECKUX TPOSBICHUNA TPHUIIO3HOW HMH(MEKINH, aHAJOTUYHBIM TAaKOBOMY Y B3pPOCIBIX
NanueHToB 0oJiee MOJIOAOTO BO3pacTa, OJHAKO pa3iMyvsl HE JOCTUINM CTaTUCTHYECKON
3HaYMMOCTH. B Jpyrom wuccienoBaHUMM MalMEHTHl € TPUMIOM cTapme 13 neT, uMeBlIHe
COITYTCTBYIOIIME XPOHUYECKHE 3a00JI€BAHUS CEPIEUHO-COCYMCTON /WM IBIXaTEeIbHON CUCTEM,
HOJIy4ajy OCeNbTaMHUBHUP B TOM K€ PEKUME J03UpOBaHMs WM Iuiane6o. OTinuuil B MenuaHe
nepuoJia 0 YMEHbIIEHUS KIMHUYECKUX HPOSIBICHUH TPUMNNO3HOW HH(PEKIMH B TpyMmax
ocenpTaMUBUpPA U IIanedo He ObUIO, OJHAKO MEpUOoJ MOBBILICHHUS TEMIEpPaTyphbl MpHU MpHEME
OceIbTaMUBHUpPA COKpaliajics npuMepHo Ha 1 neHb. Jlons manueHTOB, BBIACNSAIONIMX BUPYC HA
2-0i1 1 4-bIii JICHb, CTAHOBIJIACH 3HAYUTEIILHO MeHbIIe. [Ipodnins 6e30macHOCTH oceTbTaMUBHPA
y MalMeHTOB TPYNIbl pPUCKAa HE OTIMYAJCA OT TaKOBOrO B OOILIEH MOMyJSLUU B3POCIBIX
NaIMEeHTOB.

Jleuenue epunna y b6epemeHHbIX HCeHUUH

KonTtponupyeMsIx ncciieioBaHuil y 6epeMeHHBIX KEHIIUH He MTPOBOAMIOCh. OTHAKO Pe3yNbTaThl
MOCTPErHCTPALIMOHHBIX u PETPOCTIEKTUBHBIX HaOJII01aTEIbHBIX UCCIIeIOBaHUN
IPOIEMOHCTPUPOBAIM TOJb3Y MPEJIaraeéMoro pexuma J03UPOBAHUS JUIS JAHHOM MOIMYJSIUH
NAlMEHTOB B  OTHOLIEHWM  CHIKEHUS  3a00JIeBa€MOCTH/CMEpPTHOCTU.  Pe3ynbraTsl
(hapMaKOKMHETHIECKOTO aHAIM3a TTOKa3aId 00Jiee HU3KYIO DKCIIO3HUITNI0 aKTUBHOTO METabOIuTa,
TEM HE MEHee, U3MEHEHHE PEeKUMa JI0O3UPOBaHUS y OCpEeMEHHBIX JKEHIIWH TpU MPOBEIACHUHU
Tepanuu Wik NpopUIaKTUKU He pekoMeHayeTcs (cM. pazaen «DPapMakoIoru4eckie cBOMCTBay,
noapazzen «PapMakOKMHETHKAa B OCOOBIX TIpyNmax MalUeHToB», NYHKT «bepeMeHHbIe
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KEHIITUHBD).

Jleuenue ecpunna y demeti

VY nereit B Bo3pacte 1-12 ner (cpennuii Bo3pact 5,3 rona), umeBmux auxopaaky (= 37,8 °C) u
OJIMH W3 CUMIOTOMOB CO CTOPOHBI JBIXaTEILHOW CHCTEMBI (Kallellb WIW PUHHUT) B TEPUOJ
MUPKYJSIUU BUPYyCa TPHUINIA CPEAM HACeICHHs, ObUIO MPOBEIACHO IBOMHOE ciemnoe miamnedo-
KOHTpOJIMpyeMoe uccienoBanue. 67 % manueHToB ObUTH MHPUIMPOBAHBI BUPYCOM TpUNNa A U
33 % mnauuentoB — BupycoMm rpumnmna B. OcenpramuBup (nmpu npueme He nosanee 48 4 mocie
MOSIBJICHUST ~ TEPBBIX  CHMIITOMOB  TPHUIO3HONM  WHQEKIWH)  3HAYUTEITBHO  CHIDKAI
MPOJODKUTEILHOCTD 3a00eBanus (Ha 35,8 4) mo cpaBHeHHIO ¢ miane6o. [Ipo1omKUTEIEHOCTD
3a00JI€BaHUs OMNpEJeNsulach Kak BpeMs [0 KYyNUPOBAaHUS KalUls, 3aJI0)KEHHOCTH HOCA,
MCYE3HOBEHHUS JTUXOPAIKU, BO3BPALIECHUS K OOBIYHON aKTUBHOCTHU. B rpymnme neteil, momyyaBmmx
OCeJIbTaMUBUP, YACTOTA OCTPOTO CPEJHEr0 OTUTa CHIKanach Ha 40 % 1Mo CpaBHEHUIO C TPYIIION
wianeo. Be3nopoBieHre W BO3BpalleHHE K OOBIYHOM AaKTMBHOCTHM HACTYMAlO MOYTH Ha
2 mHS paHblle y AeTeil, OTy4YaBIINX OCETbTaMUBUD, IO CPABHEHUIO C TPYIINO mianedo.

B apyrom mccnenoBanuu y4acTBOBAM JIETH B Bo3pacte 6-12 net, crpanaroniue OpOHXUAIBHON
acTMoif; 53,6 % ManMeHTOB UMENHN TPUNIIO3HYI0 WHPEKIUIO, TOATBEPKACHHYIO CEPOJIOTHIECKU
/MM B KyJabType. MeauaHa MpOJOJDKUTEIIEHOCTH 3a00JIeBaHUS B TPYIMIE IalUCHTOB,
MOJTYYaBIINX OCEIIbTAMUBHP, 3HAYUTEIHHO HE CHIDKAIach. Ho k mocneaHeMy 6-My JHIO Tepanuu
ocenpTaMUBUPOM 00beM (popcupoBanHOTO BEIToXa 32 1 cex (ODB1) mossimaincs Ha 10,8 % mo
cpaBHeHHIO ¢ 4,7 % y manueHToB, noxy4yaBuux mianedo (p = 0,0148).

Ipogpunaxmuxa epunna y 63pocivlx u HOOPOCMKO8

[Tpodunaktudeckas 3PeKTUBHOCTH OCEIbTAMUBHUPA IIPU €CTECTBEHHON T'PUITIO3HON HH(EKIINH
A u B Obla nokazana B 3 oTACNbHBIX KIMHUYecKuX uccienoBanusx 111 ¢a3er. Ha ¢one npuema
ocelIbTaMHUBHUpa rpunmomM 3adoienu okojio 1 % manuentoB. OcelbTaMUBUP TAK)KE 3HAUYUTEIIHHO
YMEHBINIA] YacCTOTY BBIJCIICHUS BHUpYyca W MPEAOTBpaIaji mepeaady BHpyca OT OJHOTO WiIeHa
CEMBH K JIPYTOMY.

B3pocnbie u mogpocTku, KOTOphIE OBLIM B KOHTaKTe C 3a00JIEBIIUM WIEHOM CEMbH, HAUWHAIN
MPHEM OCeTbTAMHUBHPA B TEUECHHUE JIBYX JHEH MOCIe BOSHUKHOBEHUS CHMIITOMOB TPUIITIA Y YJICHOB
CEMBbHU M TMPOJIOJDKAIN €ro B TeueHue 7 AHEH, 4TO JOCTOBEPHO YMEHBINATO0 YacTOTY CIIy4aeB
TPHUINA y KOHTAaKTUPOBABIIKX JIUI HA 92 %.

Y HempHUBUTHIX U B LIEJIOM 3/I0POBBIX B3pPOCIBIX B Bo3pacte 18-65 neT mprem ocenbTaMHUBHPA BO
BpEMs SIIUEMUH IPUIIA CYIIECTBEHHO CHUYKa 3a00J1eBaeMOCThb IpumiioM (Ha 76 %). [lanneHTsl
NPUHUMAJIH Mpenapar B TeueHue 42 nHeu.

V 5111 TOKUIIOTO U CTapYECKOro BO3pacTa, HaXOIMBIIUXCS B JoMax JUIsl ipecTapensix, 80 % u3
KOTOPBIX OBUIM MPUBUTHI MEPE] CE30HOM, KOTJa MPOBOIWIOCH MCCIICOBAHHUE, OCEIHTAaMHUBHU
JIOCTOBEPHO CHIKAN 3a00JIeBaeMOCTh TpuMoM Ha 92 %. B ToM ke ucciaenoBaHuu OCeNbTaMUBHP
nocToBepHO (Ha 86 %) yMeHbIAl YacTOTy OCJOKHEHUHN Tpwumma: OpOHXHTa, MHEBMOHHH,
cunycuta. [lanMeHTsl MpUHUMAIY TIpenapar B TedeHue 42 qHei.

Ipogpunaxmuxa epunna y oemetl

[Tpodunaktudeckas 3PPeKTUBHOCTH OCENHTAMUBHPA MPU €CTECTBEHHON TPUIITIO3HON HH(EKIHH
ObLIa IPOJIEMOHCTPUPOBAHA y eTei oT 1 roga 1o 12 et mociie KOHTaKkTa ¢ 3a00JIEBITUM YWICHOM
CEMBH HJTU C KEM-TO M3 TTOCTOSTHHOTO OKpYXeHHsI. OCHOBHBIM IapameTpoM 3P HEeKTUBHOCTH ObLIa
4acToTa JaOOpaTOPHO MOATBEPKICHHON TPUIIIIO3HON WH(DEKITHH.

IIpogunaxmuka epunna y auy ¢ oc1abieHHbIM UMMYHUMEMOoM

VY nurl ¢ ocnabieHHBIM IMMYHUTETOM MPU CE30HHOW TPHUMITO3HON WH()EKIMH U TIPU OTCYTCTBUU
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BUPYCOBBIJICTICHUST MCXOAHO MPOQUIAKTUYECKDE npnﬁ%ﬁﬁ@%&éﬁwgﬂfﬁgcﬁ%ﬁgﬂo K

CHIDKEHHIO Y4acTOThl  J1abOpaTopHO MIOATBEPKIEHHOU IPUIIIIO3HON UHEKINH,
COIMPOBOXKAAONICHCS KIUHUYEeCKON cummromaTikoi, 10 0,4 % (1/232) mo cpaBuenuto ¢ 3 %
(7/231) B rpynne miane6o. JlabopaTopHO TOATBEP)KICHHAS TPUINO3HAS HHPEKIHS,
COINPOBOKAAIOIIAACA KJIMHUYECKOM CHUMIITOMATHUKOW, JHMarHOCTUPOBaJIach IpU HAJIUYUU
TeMIlepaTypbl B TMojocTd prta Bbime 37,2 °C, kamwisd W/WIM OCTpOro puHUTA (BCE
3aperucTpUpOBaHHBIC B OJIMH U TOT K€ JIEHb BO BpeMs IpueMma IpenapaTa/mianedo), a Takxke
MOJIOKUTEIBHOTO pe3ylibTaTa 00paTHO-TPAHCKPUIITA3HOM MOJMMEpPa3HON LENHOW peakiuu Ha
PHK Bupyca rpunmna.

Jleuenue epunna y nayuenmos (Oemetl, NOOPOCMKO8 U 83POCIbIX) C OCAAONEHHBIM UMMYHUMEMOM
B pannoMu3upoBaHHOM JBOMHOM CIIETIOM HCCIIEAOBAaHHM OICHKH mNpoduis Oe30macHOCTH
OCEJIbTaMUBUPA M €r0 BIMSIHMS HAa Pa3BUTHE PE3UCTEHTHOCTU BHUpyca Ipummna (IEepBUYHBIN
aHalu3) y MalUeHTOB C OCIabJICHHBIM MMMYHUTETOM U TPHUIMIO3HOW MH(EKIHEeH NpUHUMAIH
yuactue 151 B3pocnelii marnueHTt, 7 moapocTkoB (> 12 jer) u 9 gereil. DTU MaIMEeHTH ObLTU
MPUTOJIHBI TaKXke W i OLEHKU 3()PEeKTUBHOCTU OcCelbTaMUBUpa (BTOPUYHBIN HEOYCTEpHBII
aHajm3).

B uccnenoBanue ObLIH TaKk)Ke BKIIFOUEHBI MAIUEHTHI IOCTIE TPAHCIIAHTAI[MHN COJIMIHBIX OPTaHOB,
reMaToOIMOITHYECKUX CTBOJIOBBIX KieTok, BHU+ mammentsl ¢ umciom CD4+ kneroxk < 500
KIETOK/MM°, TIAIMEHTHI, TIOMy4aBIINe NMMYHOCYIPECCHBHYIO TEPAMHUIO, a TAKKe TAIUEHTHI CO
3JI0Ka4€CTBEHHBIM T'€MOOIIaCTO30M.

[TatmenTsl OBLTM PAHIOMU3HMPOBAHBI B TPYIIY JIEYCHHUS OCEIbTAMHUBHPOM Ha MPOTSHKEHUHU
10 nue#t (rpynmna cTaHAApTHOM 10361 75 MT 2 pa3a B CyTKH — 73 B3pOCIBIX MAallMEeHTAa, 4 MOAPOCTKA
u 4 pebenka; rpynmna IBoiHONW 1036l 150 Mr 2 pasa B cyTku — 78 B3pOCHBIX MAIMEHTOB,
3 mozpocTka u 5 neteil) B TeueHue 96 4acoB ¢ MOMEHTA Pa3BUTHS CUMIITOMOB rpurra. J{js nereit
71032 ObLIa CKOPPEKTHPOBAHA B 3aBUCUMOCTH OT MACChl Tela.

CpenHee BpeMs pas3pelieHusi CUMIITOMOB I'pUIINA Y B3pPOCIbIX MAIMEHTOB M MOAPOCTKOB OBLIO
cormocTaBUMO B rpymnmne crangaptHoil no3sl (103,4 uaca, 95 % noBepUTENbHBI HHTEpPBAI
75,4-122,7) u B rpymne aBoiHo# no3si (107,2 yaca, 95 % noseputenbHbiii nHTepBan 63,9-140,0).
Bpems pa3peniennsi CHMOTOMOB IpHINa y A€Tel CHIIBHO Pa3inyaioch, YTO BbI3bIBAET CII0KHOCTH
B MHTEPIIPETALIMU PE3YJIBTATOB U3-3a MAJIEHBKOIO pa3Mepa BbIOOPKH MalMEHTOB.

CooTHolIeHHEe B3pOCIHbIX MAllMEHTOB C BTOPUYHBIMU MHQEKIUAMH ObUIO TAaKXKe COIMOCTABUMO
(8,2 % B rpymmne cranmaptHou nmo3bl ¥ 5,1 % B rpymme aBoiHON n03bl). Cpean nereit u
HOJPOCTKOB TONBKO y 1 mammeHTta (MOJAPOCTKA) B TpYIIE CTaHAAPTHOM 03Bl pa3BUIIACh
BTOpHYHas MH(peK1us (OaKTepruanbHbIi CHHYCHT).

UccnenoBanue dapmakoguHaMUKH U (GapMaKOKMHETHKH OBLIO MPOBEJECHO C y4acTHUEM JeTeH C
CWJIBHO ocliabieHHbIM UMMYyHHUTETOM (< 12 net, n=30), KOTOpblE MOJIy4Yald OCEIbTAMUBHUD B
CTaHJAPTHOMU J03€, CKOPPEKTUPOBAHHOM 10 Macce Tena (75 Mr 2 pa3a B CyTKH), U B TPOMHOM J103€
(225 mr 2 pasa B CyTKH) 10 aJanTUBHON cxeMe npuemMa 5-20 aHel (cpeaHsist poI0JKUTEIBHOCTD
aeyeHuss 9 naHel). Y mNalMEHTOB B TpYIIE CTaHJAPTHOW O3Bl HE OTMEYAIUCh BTOPUYHBIE
OakTepuanbHble UHPEKIMH (OpOHXUT M CHHYCHUT), O 2 clydasx UX pa3BUTHS COOOIIATIOCH y
MALMEHTOB B IPYIIIE TPOUHOU JO3BI.

JlaHHble W3 JBYX HCCIIEZIOBaHUHN (apMaKOKMHETHKH M (PapMaKOJUHAMUKU IOJITBEPHKAAIOT
JKCTpanoysauio  3(Q(eKTUBHOCTH TMpenapaTta y B3pOCHBIX IAlIMEHTOB C  OCJIa0JIEHHBIM
MMMYHHUTETOM Ha MallMeHTOB JETCKOro Bo3pacta (< 18 yier) ¢ ocnabieHHbBIM UMMYHUTETOM (CM.
paznenbl «Crocod mpuMeHeHUs U J103bl», mojpaszaen «Jlo3upoBaHue B OCOOBIX ciydasix», U
paznen «®DapmMakoJIOTHYECKUe CBOMCTBa», mojapasnen «PapMakOKHMHETHKAa B OCOOBIX TpyIax
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Peszucmenmnocmo

Knunuueckue uccnedosanus

Puck mnosBieHMS BHpPYCOB TpHINA CO CHUXXEHHOM 4YYyBCTBUTEIBHOCTBIO WM SIBHOU
PE3UCTEHTHOCTBIO K IpernapaTy M3ydaucs B KIMHMUYECKUX HCCIIEJOBAHMSIX, CIIOHCUPOBAHHBIX
KOMITaHueu Pou.

[TosiBneHne pe3UCTEHTHOCTH BUpPYCAa K OCEIbTAMUBUDPY yallle HAOMIONANOCh y JeTed 4eM y
B3pOCJIbIX NALMEHTOB M NoAPOcTKOB (18 % y mitanenues B Bozpacte < 1 rozna u <1 % y B3pocibix
MAIUCHTOB).

VY nereil ¢ pe3UCTEHTHHIM K OCEIbTAMUBHPY BUPYCOM HOCHUTENBCTBO, KaK PAaBUIIO, UMENO Ooiee
NPOJIOJDKUTEIBHBIN  XapakTep IO CpPaBHEHHIO C CYObEKTaMH C BHPYCOM, OO0JIaJai0LIiM
4yBCTBUTEIbHOCTBIO.

Opnnako, BbI3BaHHAas TEpalMeld PpPE3UCTEHTHOCTh K OCEJIbTaMUBHpPY HE BIMSUIa Ha
TepaneBTHUECKUI OTBET U HE BbI3bIBAJIA MIPOJICHHUS] CHMITOMOB I'pUIIIA.

VY B3pOCHBIX MAIMEHTOB M IMOAPOCTKOB C OCIA0JCHHBIM HMMYHHUTETOM, IOJy4aBLIMX
ocelIbTaMUBHUp B cTaHmaapTHou no3e (14,5 %, 10 mauuentoB u3 69) wim nBoriHou nose (2,7 %,
2/74) na npotspkennn 10 1Hel, yacToTa pa3BUTHS PE3UCTEHTHOCTH K OCEIbTAMUBHPY, B CPEIHEM,
Obly1a BBIIIE, YEM y B3POCIbIX MMALIUEHTOB U MOJAPOCTKOB C HOPMAJIbHBIM UMMYHUTETOM, TaKXkKe
MOJIyYaBLINX OCEJIbTAMUBHUP.

BoNBIIMHCTBO B3POCHBIX MAIUEHTOB C PE3UCTEHTHOCTHIO TepeHec n TpaHciuianTanuio (8/10
MAIMEeHTOB B TPYIIE CTAHAAPTHOM 0361 M 2/2 aMeHTa B TPYIIIE TBOMHOM T03BI).

Bonpiias yacTh  MalMEeHTOB-HOCUTENEH — OCEIbTAMUBUP-PE3UCTEHTHOrO  BUpyca  Oblia
MHOUIKMPOBaHA BUPYCOM I'pUIINA TUIIA A; HOCUTEIECTBO UMEIIO IPOAOIIKUTEIbHBIN XapakTep.
YacTtoTa pa3BUTHUsS PE3UCTEHTHOCTH K OCEIbTAMUBUPY Y JETEH, NOIy4aroluX OCelbTaMUBHp, B
JIBYX MCCIIEIOBaHUAX TI0 U3YYEHHIO pe3ucTeHTHOCTH coctaBuia 20,7% (6 nauuenTos u3 29). 13
6 nereil ¢ OOHapy)KEHHOW PE3UCTEHTHOCTBbIO K OCEIbTAMUBUPY, BO3HMKILIEH TMOcCie Hadajia
JedeHus1, 3 manueHTa NOoJy4yald CTaHJApTHYIO J03y U 3 — BBICOKYIO (IBOMHYIO WM TPOMHYIO
7103y). Y OOJIBIIMHCTBA MAIIMEHTOB ObLUT OCTPHIN TUMGOUIHBIN JIEHKO3 U BO3pacT < 5 JIeT.

Yacrora Pa3sBUTUA PE3UCTCHTHOCTH K OCCIIbTAMUBHPY B KIIMHUYCCKUX UCCICAOBAHUAX.

[Monmynsuus maneHToB [TanmeHTsl ¢ MyTaIMSIMU, TPUBOISIIMMH K PE3UCTEHTHOCTH
denotunupoBaHue™ I'eno- u penoTunupoBanue™

B3pocbie u moapocTku 21/2382 (0,88%) 27/2396 (1,13%)

Heru (1-12 ner) 71/1726 (4,11%) 7811727 (4,52%)

Munazents! (< 1 rona) 13/71 (18,31%) 13/71 (18,31%)

* TlomHOE TEHOTUTTUPOBAaHKE HE OBLIO MPOBEICHO HHA B OJTHOM M3 UCCIICOBAHU.

IIpogpunaxmuxa epunna

[Tpu mpueme ocenbTaMUBUPA C LIETBI0 TOCTKOHTAKTHOM NMpouiIakTUkH (7 AHEH), MpOPUITaKTUKI
KOHTaKTUpOBaBIIUX B ceMbe (10 nHel) u ce3oHHO npodunaktuku (42 qHA) y JIUIL ¢ HOPMAJIbHOM
GyHKIMEe NMMYHHON CUCTEMBI CIIy4aeB PE3UCTEHTHOCTH K IIpernapaTy He OTMEUEHO.

B 12-HepenbHOM WHCCIEIOBAaHWM 10 CE30HHOW MPOGUIAKTHKE Y JHI[ € OCIabJIeHHBIM
MMMYHHUTETOM CITy4yaeB BOZHUKHOBEHUS PE3UCTEHTHOCTH TAaK)Ke HE HAOII01aJI0Ch.

Hannvie omoenbHblx KIUHUYECKUX CTYYaes U Hab100amenbHblX UCCIe008aHULL

VY mnanueHToB, HE MOJYYaBIIMX OCEIbTAaMHUBHP, OOHApY:KEHbl BO3HUKAIOLIUE B TMPUPOIHBIX
YCIIOBUSAX MyTallMU BUPYCOB rpunma A u B, koTopsle 061a1an CHUKEHHON YyBCTBUTENBHOCTBIO
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K ocemstamuBupy. B 2008 roay wmyraums| no TufiY- okl D AHZTE Y Hphsoddtal «

PE3UCTEHTHOCTH, ObUIa oOHapyxeHa Oomee yeM y 99 % mrammoB Bupyca 2008 HINI,
mupkynupytommx B EBpone. Bupyc rpunma 2009 HIN1 («cBuHO# Tpumm») B OOJBLIIMHCTBE
CIy4aeB OBLI YYBCTBHUTENIEH K OCEIbTAMUBUDPY. YCTOMYMBBIE K OCEIBTAMUBUPY IITAMMBI
OOHapyXeHbl y JIUIl C HOPMaJIbHOW (YHKIIMEH WMMYHHOH CHCTEMBI U JIUI[ C OCIA0JICHHBIM
UMMYHHUTETOM, TPUHUMABIIMX oOcelbTaMuBUp. CTEeNeHb CHIKEHUS YYBCTBUTEIBHOCTH K
OCEeIbTAMUBUPY M YacTOTa BCTPEYAEMOCTH TOJOOHBIX BHPYCOB MOXET OTJIMYAThCS B
3aBHCHUMOCTH OT C€30Ha U pEeroHa. Y CTOWYMBOCTD K OCEIbTAMUBHPY OOHAPYKEHA y MAIIIEHTOB C
nagaemuueckuM rpunnoM HINI1, nonywyaBmmx mnpenapar Kak JUid JICUYEHUS, Tak U UL
npOopHIAKTHKY.

YactoTa BCTPEUaEMOCTH PE3MCTEHTHOCTH MOXET OBITh BBIIIC y 00JIee MOJOJBIX MAIIMEHTOB U
MAIUEHTOB C OCJIA0JICHHBIM HMMYHHUTETOM. Y CTOMYMBBIE K OCEIBTaAMUBHPY J1a00OpaTOPHBIC
IITAMMBI BHPYCOB TpHUINNIA W BHUPYCHl TPHUNNA OT IAIUEHTOB, IMOJYYaBIIUX TEPAITHIO
OCeNbTaMUBUPOM, HecyT MmyTtanuu Hedpamuaugazsl N1 u N2. Myranuu, npuBoismue K
YCTOMYHMBOCTH, YacTO SIBISIOTCS crneuupuueckuMu Juis MOoATUNA HelpamuHuaasel. [Ipu
OPUHIATUA pPEUICHUS O TPUMEHEHHUH OCEIbTaMUBUpA CJEIyeT YUUTHIBATh CE30HHYIO
YyBCTBUTEIHHOCTh BHpYyCa TpUMINa K mpernapary (HOCIeaHI0 WH(OPMALMI0O MOKHO HalWTH Ha
caiite BO3).

/Jloknunuueckue oannule

JloKJIIMHUYEeCKUE TaHHbBIS, TOJIYIeHHBIC HA OCHOBAHWUHY CTaHJAPTHBIX HCCIICTOBAHUH 110 N3YICHHIO
(dapMaKoIOoTuIecKol 0OE30MaCHOCTH, TEHOTOKCHYHOCTH M XPOHUYECKOW TOKCHYHOCTH, HE
BBISIBUJIM 0COOOM OMACHOCTH JIJIS YeIOBeKa.

Kanyepocennocmu: pe3yabTaThl 3-X UCCIEI0BAHUH 110 BBISIBICHUIO KaHIIEPOT€HHOT0 MOTEHIIMAIa
(IByX 2-X JIETHHUX HCCJIEJOBAaHHM Ha KpbICAX M MBIIIAX ISl OCENbTAaMUBUpA U OJHOTO O-TH
MECSTYHOTO MCCIIEeIOBaHMUS Ha TpaHCTeHHbIX MbImax 1Q:AC ans akTMBHOrO MeTaboiuTa) OBLIU
OTpUIIATENIbHBIMH.

Mymaeennocms: CTaHJAAPTHBIE TEHOTOKCHYECKUE TECTHI JUIS OCEIbTAMHBHPA W AKTHBHOTO
MeTabonuTa ObUIH OTPULIATEIbHBIMHU.

Bausnue na gpepmunvrnocme: ocenbramMmuBup B 103€ 1500 MI/Kr/cyT HE BIMSUT HA T€HEPATUBHYIO
(YHKITHIO CaMIIOB U CAaMOK KPBIC.

Tepamocennocms: B UCCIETOBAHUIX MO M3YyYEHHUIO TEPATOTEHHOCTH OCENbTAMUBHpPA B J103€ 10
1500 mr/kr/cyt (Ha kpbicax) u 10 500 Mr/Kr/cyT (Ha KpoJHMKax) BIUSHUS HA SMOpUO-peTalbHOe
pa3BuUTHE HEe OOHApYKEeHO. B MccneqoBaHusIX M0 U3YyYEHHUIO aHTEHATAILHOTO U MOCTHATAILHOTO
MEPUOOB Pa3BUTHUA Y KPBIC TP BBEACHUH OcenbTaMuBupa B g03e 1500 mr/kr/cyT HaOm0aanoch
YBEJIMUEHUE TEPHOJia POJOB: Mpeaen Oe30MacHOCTH MEXIYy OSKCIIO3HWIHEH I YelloBeKa U
MaKCUMaJIbHOW HE oKasbIBaromen dddexra m1030i y kpbic (500 Mr/Kr/cyT) mjst ocenbTaMUBUpa
BhImie B 480 pas, a A ero akTUBHOTO MeTaboauTa — B 44 paza. DKCIO3UIINSA y TI0Ja COCTABIISIIA
15-20 % oT TakoBO# y MaTepHu.

Ilpouee: ocenbTaMUBHUp M AKTUBHBIM META0OJIUT MPOHUKAIOT B MOJOKO JAKTUPYIOIIUX KPBIC.
CornacHo OrpaHMYEHHBIM JaHHBIM OCETHTAMHUBHUDP U €r0 aKTUBHBIM METaOOIHT MPOHUKAIOT B
TPY/JIHOE MOJIOKO dYejoBeka. [lo pe3ymbraTaM JKCTPAINOJISIHHA JAHHBIX, TOJIYYCHHBIX B
WCCJICJIOBAHMSIX Y JKUBOTHBIX, HX KOJMIECTBO B TPYTHOM MOJIOKE MOXeT cocTarisaTh 0,01 mr/cyr
u 0,3 Mr/cyT, COOTBETCTBEHHO.

[Tpumepro y 50 % mpoTecTUPOBAHHBIX MOPCKHX CBHHOK IPH BBEJACHHH MaKCHMAJBHBIX 7103
AKTUBHOM CYOCTaHIIMM OCEelbTaMUBHpa HAOMIOAANACh CCHCUOMIH3AIUS KOXKU B BHJIE DPUTEMBI.
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Takske BBIABICHO 06paTHMOE pasapakenne ra y kpoikos— |- ACEATENEHOCTE 0002)

B TO Bpems kak OYeHb BBICOKHE IepOpalibHbIe OJHOKpaTHBIE 1103kl (657 MI/Kr U BBIIIE)
OCEIbTaMUBUpPA HE OKa3blBAIM BIMSHHUA Ha B3POCIBIX KpPbIC, JAHHBIE J03bl OKAa3bIBAIU
TOKCHUYECKOE JEMCTBHE Ha HE3PEJIbIX 7-THEBHBIX JETEHBIIIEH KPbIC, B TOM YMCIIE MPUBOAMIN K
rubenu KUBOTHBIX. HexxenarenpHbIX 3¢ (ekToB He HaOII01a7I0Ch IPU XPOHUYECKOM BBEICHUH B
no3e 500 mr/kr/cyt ¢ 7 mo 21 1eHb MOCTHATAIBLHOTO MEPUO/IA.

DapmakoKkunemuka

Bcacvisanue

OcenbTaMUBHUp JIETKO BCACHIBACTCA B JKEIYJOYHO-KHILIEYHOM TPAaKT€ U SKCTEHCHBHO
IpeBpallaeTcsd B aKTUBHBI METa0OJIUT IO/ ACHCTBMEM II€YEHOYHBIX M KHUIIEYHBIX 3CTEpas.
KoHueHTpanun akTHBHOTO MeTa0ONUTa B IUIa3Me OIpenelsitorcss B mpeaenax 30 MuH, Bpems
JOCTUKEHUS] MAaKCUMaJbHOM KOHLEHTpauuu 2-3 4, u Oonee yem B 20 pa3 MpeBBILAIOT
KOHLIEHTpauuu npojekapcrsa. He menee 75 % npuHSITON BHYTPb O3Bl MONAAAET B CUCTEMHBIN
KPOBOTOK B BHJIE aKTUBHOTO MeTabonuTa, MeHee 5 % — B BHAEC HCXOJHOTO IIperapara.
[Ina3MeHHble  KOHIEHTpPALlMM KaK  IpoJieKapcTBa, TaK M aKTUBHOIO  MeTabosuTa
IIPONOPLMOHANIBHBI 103€ U HE 3aBUCAT OT IIpHUeMa MULIH.

Pacnpeoenenue

Oo6bem pacnpeneneaus (Vss) akTHBHOTO MeTabosinTa — 23 II.

[To naHHBIM KCCNIEI0BAaHUM, TIPOBEIEHHBIX HA )KUBOTHBIX, I10CJIE IIPUEMa BHYTPb OCelIbTaMUBHUpa
€ro akTHBHBIA MeTaboJIMT OOHapy)XHBajlcs BO BCEX OCHOBHBIX ouarax HMH(exkuuu (JIerkux,
IIPOMBIBHBIX BOJIaX OpPOHXOB, CIM3UCTON O0OO0JIOUKE IOJIOCTH HOCA, CPEAHEM YX€ U Tpaxee) B
KOHIICHTPALUX, 00ECTIEYMBAIOIINX TPOTHBOBUPYCHBIH (P (eKT.

CBs13b akTUBHOIO MeTabouTa ¢ 6enkamu mwiazMel — 3 %. CBs3b IpoJieKapcTBa ¢ OeIKaMu M1a3Mbl
— 42 %, 4TO HEeNOCTaTOYHO, YTOObI CIY)KUTh NPUYMHOM CYIIECTBEHHBIX JIEKApCTBEHHbIX
B3aUMOJICHCTBUMN.

Memabonusm

OcenbTaMUBHUp 3KCTEHCHBHO NPEBPAILAETCSl B aKTUBHBIA META0OJIUT MOJ JEHCTBUEM 3CTEpas,
HaXOJAIIMXCS MPEUMYIIECTBEHHO B nedyeHu. Hu ocenbramMuBHp, HU aKTUBHBIA META0OJIUT HE
ABIIAIOTCS cyOCcTpaTaMy WM UHTUOUTOPaMU N30(EepPMEHTOB CUCTEMBI ITUTOXpoma P450.
Buigeoenue

BreBonutcs (> 90 %) B BuJe aKTUBHOTO MeTa0O0JINUTa MPEUMYIIECTBEHHO MOYKaMU. AKTHUBHBIH
MeTa0OoJIUT HE MOoJABEpraeTcs NanbHeimeil TpaHchopMaluu U BBIBOAUTCS ModkaMu (> 99 %)
nyTeM KIyOO4KOBOH (uibTpanuu M KaHaiblieBoM cekperuu. [loueunsiit ximpenc (18,8 51/9)
IPEBBIIAET CKOPOCTh KIyO00uKkoBOH ¢unbTpauuu (7,5 1/4), 4T0 yKa3blBaeT Ha TO, 4TO MpernapaT
BBIBOJIUTCSL €II€ M IyTeM KaHaJIbLIEBOM cekpenuu. Yepe3 KHUILIEYHUK BBIBOJUTCS MEHeEe
20 % npunsroro npenapara. [lepuon nonyssiBeieHNs akTUBHOTO MeTabonuTa 6-10 9.
DapmakoKunHemuKa ¢ 0CoObIX 2PYNNax NAUUEHMOo8

Ilayuenmul ¢ nopasicenuem nouex

ITpu npumenennn ocenbramusupa (100 Mr gBa pasza B CyTKM B T€UEHHUE 5 THEHN) y NAIUEHTOB C
pa3IMYHON CTENEHBIO MOPAKEHUS IOYEK IUIOIAAb IO0J KPUBOM «KOHIIEHTpALUs aKTUBHOIO
merabommta B 1miazMe — BpeMs» (AUCocemravmenpa xapSokcunara) OOPATHO IIPOIOPIIMOHAIBHA
CHI)KEHUIO (DYHKIIUU MOYEK.

®apMakOKMHETHKA OCEJIbTAMHUBUPA y MAlMEHTOB C TEPMUHAIBHOM CTagueld TOYEYHOH
HEJ0CTAaTOYHOCTH (C KIMpeHcoM KpeaTnHuHa < 10 Mj/MuUH), HE HaXOIALIMXCS HA TUAIM3E, HE
M3y4asach.
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(NOCNEOCBATENEHOCTE 0002)

Hayuenmul ¢ nopaosicenuem neyenu

[Tonydensnsie in VItr0 U B UCCIIEIOBAaHUSX HA XUBOTHBIX JaHHBIC 00 OTCYTCTBUU 3HAYMTEIHHOTO
nosbimeHust AUC ocenbTaMUBHpa WM €r0 aKTUBHOTO META0OJUTA MPH HApYIIEHUH (PYHKIUU
NICUYCHN JIETKOW W CpeAHeW CTENeHW TSHKECTH OBLUIM TOATBEPXKICHBI M B KIMHUYECKHUX
uccnenoBauiax (cMm. «Jlo3upoBaHue B 0COOBIX ciydasx»). bezomacHocTs U (papMakOKMHETHKA
OCeJIbTaMUBHUPA Y MALUEHTOB C TXKEIbIM HapylleHHeM (QYHKIIUU TIeYeHU He U3ydallach.
Tlayuenmoi nodxcuno2o u cmapyecko2o 803pacma

Y mamueHTOB IMOXHWJIOTO W CTapueckoro Bo3pacta (65-78 1er) HSKCIO3HIMs aKTUBHOTO
MeTabo1Ta B paBHOBECHOM COCTOSIHUU Ha 25-35 % Bbl1lIe, UeM y 6oJiee MOJIOABIX AIIUEHTOB MPU

HA3HAYCHUM AaHAJIOTUYHBIX JI03 OCellbTaMuBHpa. lleprnoja MONyBBIBEICHUS OCEIbTAMHBHpPA Y
MAIMEHTOB MOKUJIOTO U CTAPYECKOr0 BO3pacTa CYIMIECTBEHHO HE OTIMYAJICS OT TAKOBOTO y Oosee
MOJIOABIX MAnUeHTOB. C y4eTOM JaHHBIX MO 3KCIO3UIIMH OCETbTAMUBUPA H €T0 IEPEHOCUMOCTH
MAIUEHTAMH TIOKUJIOTO M CTAPUYECKOTO BO3pacTa KOPPEKIIMH 036! IIPH JICUCHUHU U TPOPUITAKTHKE
rpummna He Tpedyercs.

Jlemu 6 so3pacme om 1 200a 0o 8 1em u noopocmu

dapMaKOKMHETUKY OCEIbTAMUBUPA U3ydalld y neteit ot 1 10 16 jer B papMaKOKMHETHIECKOM
HCCIICIOBAaHMHM C OJHOKPATHBIM IPUEMOM IIperapata M B KIMHHYECKOM HCCIICIOBAaHUHU 110

U3Yy4EHHIO MHOTOKPATHOTO MpHeMa IpenapaTa y HeOoIbIIoro Yncia aeTei B Bozpacre 3-12 jer.
CKopocTh BBIBEJICHHSI aKTUBHOTO METa0OJUTa C MOMPABKOM HA Maccy Teja y JeTed MIIaAIIero
BO3pacTa BBIIIE, YeM y B3POCIBIX, 4TO MpUBOAUT K Oosnee Hu3kuM AUC 1o oTHOmEHHWIO K
KOHKpeTHOU mo3e. [IpueM mpemnapara B 103¢ 2 MI/KT ¥ OAHOKPATHBIX 103 B 30 Mr uiu 45 mr B
COOTBETCTBUU C PEKOMEHIAIUSMHU MO JO3UPOBAHMUIO I JI€Tel U SKCTEMIIOpaIbHOMY
MPUTOTOBIICHUIO CYCIEH3UHU, MPUBEACHHBIMU B pasziene «Crmoco®d NpUMEHEHUS U JI03bD»,
obecnieunBaet Takyro ke AUC ocenbramuBupa kapOokcuiara, Kakas JOCTHUTAeTCs y B3POCIHbBIX
1ocja€ OJHOKPATHOTO IMpHeMa Kamcyibl ¢ 75 Mr mpemapara (YTO SKBHUBAJIEHTHO IMPUMEPHO
1 mr/kr). @apMakOKMHETHKA OCeIbTaMUBUpA y AeTel ctapiie 12 et Takas e, Kak y B3pOCIbIX.
bepemennvie srcenuyunbi

B xozme o0benuHEHHOro aHanM3a MOMYJISAUUOHHONW (DapMaKOKMHETHKU ObLIO BBISBIEHO, YTO

NpUMEHEHHE OCeIbTaMUBUpPA B J103€, yKazaHHOW B pazgene «Crocod MpUMEHEHUsS U 036,
MPUBOAUT K 00Jiee HU3KOM HKCIIO3HUIIMKM aKTUBHOTO MeTabonuTa (B cpenneM Ha 30 % B TeueHue
BCEX TPUMECTPOB OEpPEeMEHHOCTH) y OepeMEeHHBIX KEHIIUH IO CPaBHEHHIO C HeOepeMEeHHBIMU
KeHIIMHaMu. HaumeHblnasg pacyeTHas OHKCHO3MLUSA, TEM HE MEHee, OCTaeTCsl BhIIIe
UHTUOMpYIOUMX KOHIeHTpauuil (3HaueHuss [C95), oIHOBpEMEHHO HaxoJsChb Ha YPOBHE
TepaneBTHUECKOT0 BO3JEHCTBUSA A psjia IITaMMOB Bupyca rpunmna. Kpome Toro, pe3ynbTaThl
HaOJIOIaTENBHBIX HCCIIEAOBAHUHA BBIABISIOT MOJB3Y CYIIECTBYIOMIETO PEXUMa JO3UPOBAHHS B
yKa3aHHOW TOMYJSIMHA TalMeHTOB. TakuM o00pa3oM, W3MEHEHHE peKuMa JIO3UPOBAHHS Y
OepeMEHHBIX JKEHIIWH TPH MPOBEICHUN TePATHH I TPOPHIAKTHKHI TPUTITIA HE PEKOMEHTyeTCs
(cm. pazgen «®DapMakoOJOTHUUECKHE CBOWCTBa», mojapaszaen «PDapmMakoJuHAMUKAY), ITYHKT
«Jleuenue rpunmna y 6€peMeHHBIX KEHILIH).

Tayuenmul ¢ ocnadeHHBIM UMMYHUIEMOM

AHau3bI NOMYJSAIMOHHON (PapMaKOKMHETHKH YKa3bIBalOT HA yBeJIMYeHUe sKkcno3unuu (10 50 %)
aKTUBHOI'O MeTaboJMTa OCEIbTAMUBHpPA Yy B3pOCIBIX MalMeHTOB M jaereidl (< 18 met) c

ocJ1abJIeHHBIM UMMYHHUTETOM II0 CPaBHEHHUIO C MallM€HTaMH ¢ HOPMaJIbHBIM UMMYHUTETOM (Kak
yKa3aHo B paszzaene «Croco0 NpUMEHEHUs U 103bD»). [Ipu 3TOM KIMpEeHC KpeaTMHHHA B JTHX
rpynmnax oCTaercsi COMOCTaBUMBIM.

Hanuuue cHMXKEHHOrO UIMMYHHTETA Y MAallMEHTOB HEe TpeOyeT KOPPEKIUH A03bl OCeIbTaMUBHPA,
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Omaromapss ~ BBICOKOMY  TIpeiesly  0e30MagHOCTH (M hkrrbraro= hNrerabomia “ONgms

(dapMaKkOKUHETUKH U (apMaKOJMHAMHUKH B JIByX HCCIEIOBAHHMIX C YYaCTHEM TMAIlUCHTOB C
ocia0JIeHHBIM WMMYHUTETOM HE BBISIBHJI JONOJHHUTEIBHOTO 3HAYMMOIO MPEUMYIIECTBA MPH
JOCTH>KEHUH SKCIIO3HIIMHU BBIIIE TAKOBOM MPU MPUMEHEHUH CTaHAAPTHOM 10361 TeM He MeHee, Y
B3pOCJIBIX MAIIEHTOB ¢ NOPAKEHHEM MOYEK /103bI HE0OXO0AUMO KOPPEKTUPOBATH B COOTBETCTBUU
¢ uHdopmanueil, npeacraBieHHON B pasnene «Crnocod NPpUMEHEHUS U J03bI».

IHoka3anusi K NpUMeHEeHUI0

Jleuenue rpunna y B3pociblX U AeTel B Bo3pacrte crapuie 1 roxa.

[TpoduiakTuka rpunma y B3pociblX U HOIPOCTKOB B Bo3pacTe crapiue 12 jier, HaxoJsamuxcs B
IpyMNIax TOBBIIICHHOTO PUCKAa MH()HUIMPOBAHUS BUPYCOM (B BOMHCKHX YacTAX M OOJBIIMX
IPOM3BOJICTBEHHBIX KOJUIGKTUBAX, Y OCJIa0JICHHBIX HAllUCHTOB).

[Tpodunaktuka rpunmna y aereit crapime 1 rona.

IIpoTuBONOKa3aHMSA

['MnepuyyBCTBUTENBHOCTD K OCEJIbTAMUBHPY WM JTF000OMY KOMIIOHEHTY IIperapara.
TepmuHanbHast cTasus NOYEYHOM HEJOCTATOYHOCTHU (KJIMpEeHC KpeaTuHUHA < 10 Mi1/MUH).
Herckuii Bo3pact 10 1 roaa.

Tspxenas neueHOYHAst HEAOCTATOUHOCTb.

C 0CTOPOKHOCTHIO

bepeMeHHOCTB, TepHOA TPYTHOTO BCKAPMITBAHHUS.

[IpumeHenne B KOMOMHAIIMK C TIpemapaTaMu, UMEIOMIMMHU Y3KYyI0 HIMPOTY TEPareBTHUYECKOTO
JeicTBUS (HarpuMep, XJIOPIPONaMuI, METOTpeKcaT, GeHMmIOYTa30H).

IIpuMeHenue npu 6epeMEHHOCTH M B IEPUO/] TPYAHOI0 BCKAPMJIUBAHUSA

bepemennocmo

HeOnaronpusTHblil ucxo1 0epeMEHHOCTH U aHOMAJIMM PAa3BUTHUS IJI0/1A, @ TAKXKE PUCK CEPhE3HBIX
BPOXKJIEHHBIX TIOPOKOB DPa3BUTHs, B TOM 4YHCIE BPOXKJIEHHBIX IOPOKOB CEplla, CBA3aHbI C
3a00JI€BaHUEM TPHIIIIOM.

BoibIioe KOJIMUecTBO TaHHBIX O BO3JIEHCTBHU OCENbTaMHUBHpA Y O€peMEHHBIX JKEHIIUH B XOJIe
MOCTPETUCTPALIMOHHOTO MPUMEHEHHUsT W HaONoAaTenbHbBIX HccienoBaHuil  (6omee 1000
MAIMEHTOB Ha TIEPBOM TpUMECTpe OEPEMEHHOCTH) HE YKAa3bIBAIOT HU HA TIOPOKU PA3BUTHUs, HU Ha
(deTo/HeOHATAIbHYIO TOKCUYHOCTh OCEJIbTaMUBHpA.

OnHako B 01HOM Ha0JII01aTeIbHOM UCCIIE0OBAaHUH PE3YNIbTaThl OLICHKH PUCKA PA3BUTHUS TAKEIbIX
BPOXKJIEHHBIX TOPOKOB CEepALIa, TMarHOCTUPOBAHHBIX B T€UEHHE 12 MECSIIEB MOCIE POXKIACHUS, He
ObUIM OJTHO3HAYHBIMH, XOTS OOLIMI PHCK MOPOKOB Pa3BUTHS U HE ObLIT YBEJTHUYEH.

B naHHOM HcclieloBaHMM YacTOTa Pa3BUTHS TSDKENBIX BPOKIACHHBIX MOPOKOB CepAlla IMocie
IPUMEHEHHUs OCelbTaMHMBHpA B TEUEHUE NIEPBOT0 TpUMecTpa GepeMeHHOoCTH cocTaBisuia 1,76 %
(7 mmanenueB u3 397 6epemenHoctei) mo cpapHeHuto ¢ 1,01 % mpu GepeMeHHOCTH B OOIIEH
nonyJsnun 0e3 MPUMEHEHHST OcelIbTaMHUBHUpa (OTHOIICHHE pUckoB 1,75, 95 % moBepUTEIbHBIN
unatepsain 0,51 mo 5,98).

Knuanyeckoe 3HaueHHe JAHHOTO pe3ysbTaTa O KOHIIA HE SICHO, TaK KAaK HCCIIEOBAaHHE UMEIO
OTPaHUYEHHYIO MOIITHOCTb.

Kpome Toro, muccienoBanue ObUIO HEIOCTATOYHO OOBEMHBIM, YTOOBI MPOBECTU JOCTOBEPHYIO
OLIEHKY OTJENbHBIX KaTeropuil TsKENbIX MOPOKOB Pa3BUTHS; MPU STOM JAHHBIE y >KEHIIMH,
NPUHUMABIIUX W HE NMPHUHAMABIIAX OCEIbTAMHUBHD, HE MOTIH OBITH MOJHOCTHIO COTIOCTABHMEI,
HE3aBHCHUMO OT TOTr0, OOJIENH JIU OHU TPUIIIIOM.

HccnenoBanust Ha )KUBOTHBIX HE YKA3bIBAIOT HA PETPOTYKTUBHYIO TOKCHYHOCTH OCEITbTAMHBHPA
(cM. pazgen «DapMaKoIOTHIECKHE CBOHCTBAY, MOIpa3ae «J{OKIMHUYeCKrne TaHHBIEY).
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IIpumenenue mpenapara OcenbTaMuBHp [ IpU 6%&@@%-¢E€MQET%G:Q§%w

HEOOXOMMOCTH M TIOCJE OIICGHKH HUMeroIeicss uHpopMalu O Oe30MacHOCTH M TOJb3e
(uH(OpMAIMIO O TOJb3€ MPUMEHEHHs IMpernapara y OepeMEHHBIX KEHIIMH CM. B IOJpa3jeie
«PapMakoMHAMHKa», MYHKT «JledeHue rpunma y OEpeMEHHBIX IKCHIIUH»), a TaKxKe
NAaTOr€HHOCTHU LUPKYJIUPYIOIIEro HITaMMa BUpyca FPUIIIIA.

I'pyonoe eckapmnusanue

Bo BpeMsi TOKITMHUYECKUX HCCIEA0BAaHUN OCEIbTAMUBHUP M aKTUBHBIN META0OJIUT MPOHUKAIIN B
MOJIOKO JAKTHUPYIOIIMX KpbIC. JIaHHBIE MO SKCKPELUU OCENbTAMUBHPA C TPYIHBIM MOJIOKOM Y
YyelloBeKa W IMPUMEHEHHIO  OCelIbTAMHUBHpPA KOPMSALIMMH  JKEHIIMHAMU  OTPAHUYCHBL
OrpaHnuyeHHbIC JaHHBIC MOKa3bIBAIOT, YTO OCEIbTAMHBHD W €ro AaKTUBHBIA METaOONUT B
HEOOJIPIIMX KOJMYECTBAX MPOHHUKAIOT B TPYAHOE MOJOKO, CO3/aBasi CyOTepareBTHYECKUe
KOHLEHTpAalluu B KpPOBM IpyAHoro peOeHka. [Ipy Ha3HaueHHMH oOcCeIbTaMHBHUpPA KOPMSIIUM
KCHIMHAM CJIEyeT TaK)Ke YYHUTBIBAaTh HX COIYTCTBYIOIIee 3a00JieBaHUE M MATOr€HHOCTh
HUPKYTUPYIOLIEro ITaMMa Bupyca rpunma. [Ipu OepeMeHHOCTHM U B MEPHOJ TPYTHOTO
BCKapMJIMBAHUS OCETbTAMUBUP MIPUMEHSIOT TOJIBKO B CITydae, €CIIM OKUAaeMas sIBHAS 10JIb3a JIs
KOpMsIILieil MaTepu IMPEBbIIIAET PUCK JIJIS peOeHKa.

Depmunbnocmon

Ha ocHoBaHMM JOKJIMHMYECKMX JIAHHBIX HE OXKMJAETCs, 4TO OCEJIbTaMUBHUp BIIMAET Ha
(GepTUIBLHOCTD MY)KUMH WM JKEHUIUH (cM. pa3aen «Dapmakonornyeckue CBONCTBay, oapa3el
«/loxknMHMYECKHE JaHHBIEY).

Cnocod npuMeHeHus U 103bl

BHyTpb, BO Bpemsi ellbl UM HE3aBUCUMO OT mpuema nuiu. [lepenocumocTs mpemnapara MOKHO
YIYUYIIUTh, €CIU PUHUMATH €T0 BO BPEMsI €JIbl.

[Tpu HanuyuK npobseM ¢ MPorIaThIBAHUEM Karlcyl He0OXOUMO OTKPBITh KarCydy W BBICHIIATh
€e CO/ep)KUMOE B HEOOJBIIOE KOJIMYECTBO (MaKCHUMalbHO | 4YaifHas JI0XKKa) MOJIXOISIIEro
MOJZICIIAIEHHOT0 IPOAYKTA MUTAaHUs (IIOKOJIAJHbIM CUPOI ¢ HOPMaJIbHBIM COAEPKAHUEM caxapa
win 0e3 coaepkaHMsI caxapa, MeJ, CBETJIO-KOPHUYHEBBI caxap WM CTOJOBBIA caxap,
pacTBOpPEHHBIH B BOJE, CIAJKUI JECEepT, CTYIIEHHOE MOJIOKO C caxapoM, si0JIOYHOE MIOpE WU
HOTYpPT) JIJIst TOTO, YTOOBI CKPBITh TOPhKUM BKyC. CMeCh HEOOXOAMMO TIIATEIHLHO TIEPEMENIaTh 1
JaTh MauueHTy ILenukoM. Creayer MOpOrjoTHTh CMECh cpa3y e I0Ciie MPUTOTOBJICHHUS.
[TonpoOHBIE peKOMEH AU AaHbBI B IOJIpa3elie « IKcmemMnopaibHoe npueomosiienue CyCneH3uu
ocenbmamusupa.

Cmanoapmmuulii pexcum 003uposanus

Jleuenue

[Tpuem npenapara HeOOXOIMMO HAaUMHAThH HE MO3/IHEE 2 CYTOK C MOMEHTA Pa3BUTHS CUMIITOMOB
3a00JIeBaHu.

B3pocablie ¥ OoApOCTKH B Bo3pacTe >12 ser

ITo 75 mr (oana kancyna 75 mr win oana kancynia 30 mr + onHa karcyna 45 mr) 2 pa3a B CyTKH
BHYTpb B TeueHHe 5 qHeW. YBenndeHue 1036l 6osee 150 Mr/CyTkn He MPUBOAUT K YCHIICHHIO
s dexra.

Jetu ¢ maccoii Tena >40 Kr wid B Bo3pacte oT 8 10 12 ner

Jletn, KOTOpbIE YMEIOT IPOIJIaThIBATh KaIICYJIbl, TAK)KE MOTYT I1OJIy4aTh JICYEHHUE, IPUHUMAS 110

OJIHOM Karcyne 75 Mr unu oHy kancyiry 30 Mr + oaHy kancyiny 45 mr 2 pa3a B CyTKH B TEUEHHE
5 nHEM.
Jetu B Bo3pacte oT 1 rona o 8 ner

PexoMeH10BaHHBIN PEXUM JO3UPOBAHUS OCEIbTaMUBHpPA B Karcyiax mo 30 mr u 45 wmr:
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Macca Tena PexomennoBdnnas I[OISQI;'TG—LEQI;IBES; EPEBEE'H"-’L TE0002]
<I15«kr 30 mr 1Ba pasa B CyTKU
> 15-23 kr 45 Mr 1Ba pasza B CyTKU
> 23-40 kr 60 Mr 1Ba paza B CyTKH
> 40 kr 75 Mr 1Ba paza B CyTKH

B0o3MOXXHO TNpUMEHEHHE CYCICH3UM, HPUTOTOBJICHHONW HSKCTEMIIOPAIBHO (CM. MOJpa3fen
«DKCmemnopanbHoe NPueomosieHue CYyCNeH3UU 0CeaIbmamusupa).

Ipogunaxmuxa

[Ipuem npenapara Hy>kHO HAYMHATH HE MO3/IHEE 2 CYTOK MOCJI€ KOHTAKTa C OOJIbHBIMHU.
B3pocnbie 1 oapocTKy B Bo3pacTe >12 jieT

ITo 75 mr (onHa kancyna 75 mr unu onHa kancyna 30 mr + oznHa kancyna 45 mr) 1 pa3 B cyTku
BHYTpb B TeueHHe He MeHee 10 aHeil mocie KoHTakTa ¢ 601pHBIM. Bo BpeMs Ce30HHOM MU AeMUT
rpunna — mo 75 mr 1 pa3 B cyTku B TeueHue 6 Henenb. lIpodunaktmueckoe neiicTBue
IIPOJIOJKAETCS CTOJBKO, CKOJIBKO JJIUTCS MPUEM TIpernapara.

Jetu ¢ maccoii Tena >40 Kr uiau B Bo3pacte ot 8 1o 12 ger

Jletr, KOTOpBIE MOTYT MPOIJIATHIBATh KAIICYJIbI, TAK)KE MOTYT TOJIy4aTh MPO(HIAKTHYCCKYIO
Tepanuio, IpUHUMas 110 OJHOM Karicyne 75 Mr uiam oany kKarcyiy 30 mr + onHy karcyny 45 mr
1 pa3 B cyrku B TeueHue 10 nHew.

Jletn B Bo3pacte oT 1 roja mo 8 jer

PGKOMGHI[OBaHHHﬁ PCXKUM JO3UPOBAHUA OCCIIbTaMHUBHUPA B KaIICYyJIaX 110 30 Mr u 45 Mr:

Macca Tena PexomennoBanHas 103a B TeUEHHE 5 THEN
<I15«kr 30 mr 1Ba pasa B CyTKU
> 15-23 xr 45 mr 1Ba pasza B CyTKU
> 23-40 xr 60 mr 1Ba pasza B CyTKU
> 40 kr 75 Mr z1Ba pa3a B CyTKH

Bo3MOXXHO mNpUMEHEHHE CYCHEH3UH, MPUTOTOBIEHHOW HSKCTEMIOPATbHO (CM. MOApa3ent
«DKCmemMnopanbHoe npucomogiienue CyCneH3uu 0Celbmamusupa).

o3uposanue é ocobvix ciuyuanx

llayuenmul ¢ napywenuem ynkyuu novex

Jleuenue

[TaniuenTam ¢ KIUpeHCOM KpeaTWHHUHA Oosnee 60 MII/MHH KOPPEKIMU N03bI HE Tpedyercs. Y
MAIMEeHTOB ¢ KiIUpeHcoM KpeaTuHuHa oT 30 mo 60 Mu/MHH 1103y OCENbTaMUBHpA CIEIYET
ymMeHbUTh 10 30 Mr Ba pa3a B CyTKU B TE€UEHUE 5 THEH.

VY mamueHToB ¢ KiupeHcoM kpeatuHuHa oT 10 mo 30 mi/MuH A03y OcenbTaMHUBHUpPA CIEIyeT
ymMeHbIUTh 710 30 Mr OIMH pa3 B CYTKM B TeueHue S5 nHel. [lammenTtam, HaxondmmMmcs Ha
MMOCTOSIHHOM Te€MOJHMaln3€e, OCEIbTAMUBUP B MEPBOHAYAIBHON 03¢ 30 MI MOKHO HPHUHATH 10
HayaJia iajan3a, €CJIu CUMIITOMBI TPUTITIA TTOSBIJIMCH B TeUEHUE 48 4 MEXKy CEaHCaMH JTHAIA3a.
Jns moanepskaHus TJIA3MEHHOW KOHIIGHTpAIlMd Ha TEPareBTHUYECKOM YPOBHE OCEIbTaMHUBHUP
cienyeT npuHUMAaTh 1Mo 30 Mr mocie Kaxjaoro ceanca auanu3a. [larmentaM, HaxomsSIIMMCS Ha
MIEPUTOHEATBHOM JAUAIIN3€E, OCEIBbTAMUBHUP CIECAYET IPUHUMATH B IEPBOHA4YAIIbHOM 103€ 30 Mr 110
Hayaja mpoBeAeHMs [uanu3a, 3areM 1o 30 wmr kaxnaele S5 jHeid. PapMakOKWHETHKA
OcenbTaMUBUpPAa Yy TAIMEHTOB C TEPMHUHAIBHOM CTaguell TOYeYHOH HEeTOCTAaTOYHOCTH (C
KIUpeHcoM kpeatuHuHa < 10 MII/MUH), He HAXOMAAIIUXCS HAa TUANTH3e, HE U3ydalack. B cBs3u ¢
ATUM PEKOMEHIAIUH N0 JO3UPOBAHUIO Y TAHHOW IPYIIIBI HAIUEHTOB OTCYTCTBYIOT.
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(NOCNEOCBATENEHOCTE 0002)

Ipoghunaxmuxa

[TarueHnTaM ¢ KIMpEHCOM KpeaTWHuHa Ooniee 60 MJI/MUH KOppEKIMH 03Bl HE Tpedyercs. Y
MAIUEHTOB ¢ KJIMpeHcoM KpeatuHuHa oT 30 mo 60 MuI/MHH 1103y OCEIbTAMHUBHpA CIEIYET
yMEHBIIUTH 10 30 MI OAMH pa3 B CYyTKH.

VY manueHToB ¢ KIupeHcoMm kpeatuHuHa oT 10 10 30 MI/MUH pEKOMEHAYETCSI YMEHBIIUTD 03y
ocenbTamuBupa A0 30 mr uepe3 aeHb. [lannenTam, HAXOAAIMMMCS HA TOCTOSIHHOM T'€MOIUaIn3e,
OceJbTaMUBUP B MIEpBOHAYAIbHOM 103€ 30 MI' MOKHO MPUHSATH 10 Havasa quanusa («1-it ceane).
Jns noanep:kaHus MIa3MEHHOW KOHLIEHTpAlUMU Ha TEpPAleBTUUECKOM YPOBHE OCEJIbTaAMHUBHUP
cienyerT npuHuMaTh 1o 30 Mr mocie KaXKJoro MNOCIEAYOIIEr0o HEYETHOIO CeaHca AHalIn3a.
[TanuenTam, HAXOAAIMMCS HA IEPUTOHEAIBHOM JUAIIN3€E, OCEIbTAMUBHP CIEAYET IPUHUMATD B
nepBoHavdanbHOM 03e 30 Mr 10 Havaja MpOBEIECHUs Auanu3a, 3areM 1o 30 Mr kaxzabie 7 JTHEl.
PapMaKOKMHETUKA OCEJIbTAMUBUPA y MAUUMEHTOB C TEPMUHAIBHOM CTagueld IOYECYHOMU
HEIOCTaTOYHOCTH (C KIMpeHcoM KpeatnHUHA < 10 MJI/MMH), HE HaXOISIIUXCSA Ha JAUANIN3E, HE
u3ydyanacb. B CBSI3M C 3TUM pPEKOMEHJALMU MO JTO3UPOBAHUIO y JAHHOW TPYIIbI MMAlIMEHTOB
OTCYTCTBYIOT.

Tlayuenmsi ¢ Hapywenuem yuKyuy neveHu

Koppekuuu 10361 npu jeueHUu U nIpoduIaKkTHKe TPUIINA Y TAIEeHTOB ¢ HapyIIeHHEeM (PYHKIIHH
NIEYEHH JIETKOHM U cpefiHel CTEeNeHU TshKecTU He Tpebyercs. be3onacHOCTh U papMaKOKMHETHKA
OCeIbTaMUBUPA y AIIMEHTOB C TSDKEJIBIMH HAPYIICHUSAMH (DYHKIIMH NIEYECHN HE U3y4aach.
Tayuenmui nodxxcunozo u cmapuecko2o 8o3pacma

Koppexmuu 10361 111 TpOGUITaKTUKY WK JICYSHUS TPHIINA He TpeOyeTcs..

Tayuenmsi ¢ ocrabreHHbIM UMMYHUMEMOM (noclie MpaHCniaHmayu)

Jns ce30HHON MPO(MUIAKTUKY TPUNTA Y MAlMEHTOB ¢ OCTabJIEeHHBIM UMMYHHUTETOM B BO3pacTe
> 1 rona — B TeueHue 12 Hemenb, KOPPEKIMH JT03bI HE TpeOyeTCs.

Jlemu

OcenbTaMUBHp B 1TaHHOH JIEKapCTBEHHOU (hopMe He clieyeT Ha3HavaTh JeTsIM 110 1 roxaa.
DKcmemnopanbhoe npuzomosnenue CyCneH3 Ul 0Ceabmamueupa

B cnyyasx, korna y B3pocibIX, MOAPOCTKOB U JeTel CyIIECTBYET MpobaemMa ¢ MporiaTbiBAaHuEM
Karcys, He0OX0UMO OTKPBITh KaIlCylly U BBICHIIATh €€ COAECP)KUMOE B HEOOIbIIIOE KOJIHMYECTBO
(MakcuMasibHO 1 yaifHas J10%KKa) MOAXOMASAIIETO MOACIALIEHHOTO IPOAYKTa MUTAHUS (CM. BBIIIE)
JUIS TOTO, 4TOOBI CKPBITh TOpbKUN BKyc. CMech HEOOXOIMMO TIIATENILHO MepeMeniaTh U JaTh
nanueHTy 1eaukoM. Crenyer NporioTUTh CMECh Cpa3y e MOoCie MPUTOTOBIICHUS.

Ecnu nanuentam tpeOyeTcst 103a 75 Mr, TO HEOOXOUMO CJIeI0BaTh CAEAYIOIIUM HHCTPYKIUAM:
1. Jlepxa onny Karcyny 75 mr npenapara OcellbTaMUBHpP HaJl MAJIEHbKON €MKOCTbIO, aKKypaTHO
PACKpPBITh KaIlCyJly U BBICHINIATh MOPOIIOK B EMKOCTb.

2. lo6aBuTh HEOOJBINIOE KOAWYECTBO (He Oojee 1 YallHOW JIOXKKH) TIOJXOJSIIETO
MOJICJIAIIEHHOTO MPOAYKTa MUTaHUs (UTOOBI CKPBITh TOPBKUI BKYC) M XOPOIIIO MepeMeniaTh.

3. TmarenbHO nepeMenIaT CMECh U BBIMUTH €€ Cpasy ke mocie npurotosieHus. Eciu B emxocTi
OCTaJIOCh HEOOJIBIIOE KOJMYECTBO CMECH, TO CJEIyeT OMOJOCHYTh E€MKOCTh HEOOIbIIUM
KOJIMYECTBOM BOJIbI Y BBIIIUTH OCTABILIYIOCS] CMECH.

Ecnu manuentam tpelyrotest A03b1 30-60 Mr, TO A MPaBUIIBHOTO JO3UPOBAaHUS HEOOXOIUMO
CJIEIOBATh CIAEAYIOUIUM UHCTPYKIIUSIM:

1. Onpenenute HEOOXOAMMOE KOJIMYECTBO KallCysl OCelIbTaMHUBHpA, TpeOyromieecs AJs
MPUTOTOBJIEHUS] CMECHU:
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Macca rena*

KonuuecTBo Kancysn ocenb] aMI/IBI/IDu—I"_{(UHE;QUH;OTI&H.EYG&I‘GCEJ&QaﬁﬁéHDa

Uit 00ecrieYeHrusi PeKOMEHIOBAaHHON
7036l C LIEJbIO JleueHus B TEUEHUE

Uit 00ecreYeHnsl PeKOMEHIOBaHHON
JI03BI C TENBI0 NPohuiaKmuKu

S nHen
<15 «kr 1 xancyna 30 mr 2 pa3za B CyTKH 1 xancyna 30 mr 1 pa3 B cyTku
> 15-23 kr 1 xancyna 45 mr 2 pasza B CyTKH 1 xarnicyna 45 mr 1 pa3 B cyTku
> 23-40 xr 2 xancynsl 30 Mr 2 pasa B CyTKU 2 xancynst 30 mr 1 pa3 B cyTku

*Jletn ¢ Maccoit Tena > 40 Kr 1 B3pOCible MOTYT IOIy4aTh OCEIBTAMUBHP, UCHONB3Ys Al HPUTOTOBICHUS CMECH

onHy Kancyiy 45 mr + oxHy kancyiry 30 Mr 2 pa3a B CyTKH IS JIS9eHUS WK | pa3 B CyTKH IS TPOQHIAKTHKH.

2. Yboenutech, UYTO WCHOJB3yeTCS TMpaBuUiIbHAsS J03a mpenapara (B COOTBETCTBUU C
BBIIICTIPUBEACHHON Tabmuiei). Jlepka OJHY WM HECKOJBKO KarCyl OCelIbTaAMHBHpA Haj
MaJICHBKOM €MKOCThIO, aKKYPaTHO PaCKPBITh OJTHY HJIM HECKOJIBKO KarCyJl U BBICHIIIATh IOPOIIOK
B EMKOCTb.
3. Jlo6aBuThr HeOONBIIOE KOJWYECTBO (HE Oosiee | YalHOH JIOKKH) TMOAXOASIICTO
MOJICIIANIEHHOTO MPOIYKTA MUTAHUS, YTOOBI CKPBITh TOPHKUI BKYC, H XOPOIIIO MEPEMEIIaTh.

4. TmareapHO MepeMeNIaTh CMECh M BBIIUTH €€ Cpa3y ke MOocie MPUTrOTOBICHM. Eciiu B eMKoCTH
OCTaJOCh HEOOJBIIOE KOJIUYSCTBO CMECH, TO CJIEAYET OIOJOCHYTh EMKOCTh HEOOJIBLIINM
KOJIMYECTBOM BOJIbI U BBIITUTH OCTABIIIYIOCS CMECh.

IToBTOpSANTE JAHHYIO MPOLEAYPY IIEPEI KAXKIbIM IPUEMOM IIpEapara.

ITo0ouyHOE nelicTBUE

0030p npoduiasa 6e30MaCHOCTH

O6muii npoduns 06e30MacHOCTH OcelbTaMHBUpPAa OCHOBaH Ha JaHHBIX 6049 B3pocibix
HAIMEeHTOB/TIOAPOCTKOB U 1473 nereil ¢ rpummoM, moyrydaBIuX OCENbTAaMHUBHP HMIIH TUTanedo, a
Takke Ha MaHHBIX 3990 B3pOCHBIX NAIMEHTOB/TIOAPOCTKOB M 253 JeTeH, IMOIyJaroImx
OCEJIbTaMUBUD WM I1alie00/He MOJIy4aBIIUX TEpanud B KIMHUYECKHUX HCCIENOBAHUSAX II0
npo(UIaKTUKE TPUIITIA.

Kpowme Toro, 199 B3pocibIx MaliMeHTOB C OCIA0JIEHHBIM UMMYHUTETOM MOJYYUIIH OCEIIbTaAMUBUP
JUIs JIe4eHus rpunna, u 475 nanueHToB ¢ oclabIeHHBIM UMMYHUTETOM (B TOM uucie 18 neteit,
10 u3 KOTOPBIX MOJTy4Yaly OCEIbTaAMUBUD U § - MJaned0) MOTYYHUIH OCeIbTaMUBHP WK ILIaLe60
JUIs TPO(UIIAKTUKY TPUIIIIA.

VY B3poCHbIX NAlMEHTOB/TIOAPOCTKOB Hanbojee 4acThIMU HekenarenbHbIMU peakuusmu (HP) B
X0Jle KJIMHUYECKUX HCCIICJOBAaHUM JIeYeHHUsl Tpurna ObUIM TONIHOTA U PBOTA, a B XOJ€
MCCIIeI0BaHUH MO MPOPUITAKTHKE — TOITHOTA.

BbonbummHcTBO yKazanubix HP Ob111 3aperucTpupoBaHbl OTHOKPATHO B IIEPBbIN MM BTOPO JIEHb
Tepanuy U CHOHTAHHO pa3pellalich B TEUCHHUE MOCIENYIOMuX 1-2 nHel.

V nereit Haubosee yacto Berpeuatomeiicss HP Gblna pBora.

VY GosbIIMHCTBA MaMEHTOB aHHble HP He mpuBoIMIM K OTMEHE TEparuy OCEIbTaAMUBHPOM.
Cepresnbie HP, nepeunicienHble HMKE, pEKO OTMEYAINCh ¢ MOMEHTA BBIXOJa Ipernapara Ha
PBIHOK: aHa(pUIAKTHUECKUE U aHA(pHIAKTOUTHBIE PEAKLIMU, HAPYIIEHHs CO CTOPOHBI NEUeHHU
(pynbMUHAHTHBIN TeNaTUT, HapylleHWe (YHKUIHUU TEYEHU U KeNTyXa), aHTMOHEBPOTHYECKH
otek, cuHapoM CruBeHca-/[>KOHCOHAa M  TOKCHYECKUH  SIHUACPMAIBHBIM  HEKPOJIU3,
KEITy0YHO-KUIIIEYHOE KPOBOTEUEHHE U HAPYILIEHUS CO CTOPOHBI HEPBHOM CUCTEMBI M MICUXHUKHU
(cM. pazzen «OcoOble yka3zaHUs»).

Crincok HexxemaTeIbHbIX PeakLUil MPeICTaBlIeH B TAOJIMYHOM (popMaTe HUXKE.

Jlis onMcaHUsl YaCTOTHl HEXKENATENbHBIX PEaKIMi UCIONb3YyeTcs Cilenylomas KiaccupuKarus:

oueHb yacTeie (> 1/10), wacteie (> 1/100 u < 1/10), Hedacteie (> 1/1000 u < 1/100), peaxue
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(< 1/ u'ﬂtibéi'@%ﬂﬁ%l :'Igi;%;(:ipnﬂ

(> 1/10000 u < 1/1000) u o4YEeHb pEIKHG

MMPUCBAUBACTCA  HCIKCJIATCIBHBIM  PCAKIUAM Ha  OCHOBAHUH OGLCHHHGHHOFO aHajJm3a

KJIMHAYECKUX HUCCIEA0BAHUM.
Jleuenue u npogunaxmuka 2punna y 63poCivlx U HOOPOCHKOS
B tabmune 1 npencrasnenst HP, Bo3Hukasmme Hanbosiee 4acTo Mpu MprueMe peKOMEH1I0BaHHOH

03Bl OCeIbTAMHUBHpPA B HCCIEAOBAHUAX IO MPO(UIAKTUKE U JICUCHUIO TPUIINA Yy B3POCIBIX U
noaApocTKoB (75 Mr 2 pa3a B CyTKH B T€UCHHE 5 JHEH 11 jJedeHus u 75 mr 1 pa3 B cyTku 10 6
HEJeNb 7151 TPO(HIIAKTHKH ).

B uccnenopanusx no npodpuinakTiuke rpumnmna npoduias 0€30MacHOCTH Y MAlMEHTOB, MMOJIy4aBIINX
PEKOMEHIOBaHHYIO 7103y ocesibTamuBupa (75 mr 1 pa3 B cyTku 10 6 Helesb), KAYECTBEHHO HE
OTIIMYAJICSI OT TAKOBOTO B MCCJICIOBAHUSX T10 JICUCHHUIO TPHUIINA, HECMOTPS Ha 0oJiee NTUTEIbHBIN
MpueM Ipenapara.

Ta6JII/ILIa 1. HexxenarenbHbIC pC€aKlur, BBIABJIICHHBIC B XOJC KIIMHHUYCCKUX I/ICCJ'ICIIOBaHI/Iﬁ 1o
HpO(l)I/IJ'IaKTI/IKe U JICUCHUIO I'pHUTIIIIA OCCIIBTAMUBUPOM Y B3POCJIbIX MMAITUCHTOB U TOAPOCTKOB UJIU B
X0AC MMOCTPECTUCTPALMOHHOTI'O Ha6JIIO,Z[eHI/I${.

Knacc cucrem He:kenatenbHble peakuuu, pacnpe/iejeHHble COIVIACHO YacToTe
OpraHoB BbIsSIBJIEHUS
Od4eHb yacTo Yacro Heuacro Penxo
Hngpexyuonnole u Bponxut, Herpes
napazumapHule simplex,
3abonesanus Ha30(apuHTHT,
WHpEKIUN
BEPXHHUX
JIBIXaTEeNbHBIX
MyTeH, CHHYCUT
Hapywenus co TpomboruToneHUs
CMOPOHBL KPOBU U
Jumpamuieckou
cucmemul
Hapywenus co Peakuuun AHadunakTiHueckue
CMOPOHBL UMMYHHOLU TUIEPYYBCTBUTENb- | PEAKIIHH,
cucmemul HOCTH aHa(uIaKTONIHBIE
peaxkuuu
Hapywenus ncuxuxu BbecnokoiicTBo,
aHOpMaJIbHOE
NOBEJICHNE,
TPEBOXKHOCTB,
CIIyTaHHOCTh
Co3HaHwus, Oper,
JeTUPUH,
TAJTIOIUHAIIAH,
HOYHBIE KOIIIMApBI,
npUYrHEHHE cebe
TEJIECHOTO
MTOBPEXKICHUS
Hapywenus co I'onoBHas becconnnna N3menenune
CMOPOHbBL HEPEHOT 001 CO3HaHMA,
cucmembl CyJIOpOTH
Hapywenus co Hapymenune 3perns
CMOPOHYL Op2ana
3peHust
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Hapyuenin oo TR OBATENBHOCTE 0002)
CMOpoHbl cepoya
Hapywenus co Kamens, 60116 B
CMOpOoHbI ropie, puHopes
OblxamenbHol
cucmemvl, Op2aHo8
2PYOHOU KIemKU U
cpedocmenust
Hapywenus co TomHoTa PBora, 6o1p B Kenynouno-
CMOpOHbI JKUBOTE KHIIIEYHBIE
AHCENYOOUHO-KUUEUHO20 (BKTFOUAst 0OJIB B KPOBOTEUCHUS,
mpaxkma BEpXHEH YacTu reMopparu4ecKui
’KABOTA), KOJIUT
JUCTICTICHS
Hapywenus co IToBbiIEeHNE DyIbMUHAHTHBIN
CMOPOHbI NeyYeHU U AKTUBHOCTHU TeNaTuT,
JHCENUEeBbIBOOAUUX «IIEYEHOYHBIX)» IeYeHOYHAS
nymeti (dbepmMeHTOB HEI0CTATOYHOCTH,
renaTuT
Hapywenus co OK3ema, JEPMATUT, | AHTHOHEBPOTHYE
CIMOPOHbL KOXHCU U CBITIb, KPAIMBHUIIA | CKH OTEK,
NOOKOJICHbIX MKAHell MYJIbTA(OPMHAS
spuTEeMa, CHHIPOM
CruseHca-
JxoHcoHa,
TOKCUYECKHI
SMUAEPMATIbHBIN
HEKPOJIHN3
Obwue paccmpoiicmsa bons,
U HapyuwieHUus 8 Mecme TOJIOBOKPY KEHHE
66€0eHsl (BKITIOUAST
BEPTHTIO),
YTOMJISIEMOCTb,
muxopajka, 00Ib
B KOHEYHOCTSIX

Jleuenue u npoqbwzaicmuka cpunnay oemell

B kimHu4ecKkux uccieOBaHUX OCeNbTaMUBHpPA MPH JICUEHUN TPUIIIa IPUHUMaIU ydyactue 1473
pebeHka (BKJIIOUasi B LIEJIOM 3J0POBBIX JieTell B Bozpacte oT 1 g0 12 ner u gereit ¢ acTMoil B
Bo3pacte oT 6 no 12 njer). U3 Hux 851 peOeHok moiydan Tepamuio OCEbTaMUBHPOM B
JeKapCcTBeHHO (opme «cycneHs3usi». Bcero 158 nmereil momyuanu pekOMEHJOBAaHHYIO H03Y
ocenbTaMuBUpa 1 pa3 B CyTKH B UCCII€OBAHMIX MOCTKOHTAKTHON NMPO(UIAKTUKY B TOMALTHUX
ycrnoBusix (n=99), B 6-HeIeNbHBIX MCCIEAOBAHUAX Ce30HHOW mnpodunaktuku (n=49) u
12-HenenbHBIX WCCIENOBAHHUAX CE30HHOW TPOPHIAKTHKH Y TMAIMeHTOB C OCIa0JIeHHBIM
uMMyHUTETOM (n=10).

B Tabmume 2 mnpencraBnensi HP, wambonee dacto cooOmaeMble B X0J€ KIMHUYECKUX
WCCIIEIOBAHUH Y JIETEM.

Tabmuua 2. HexxenarenbHble peakiiM, BHIIBIEHHbIE B XOJ€ KIMHHUYECKUX HCCIIEAOBAHUM IO
npopHIaKTUKE M JICYCHUIO TPUIIA OCelbTaMUBHUpOM y aereil (mo3za ot 30 mr go 75 mr B
3aBHCUMOCTH OT BO3pacTa/Beca).

Kaacc cucrem OpraHos HexenareabHble P€aKIuu, pacnpeacjeHHbIC COITTACHO YaCTOTE
BbISIBJICHUSA
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OueHb YaCTO Yacro | 10 1= fidacro) 107 2= 1 CPérnke |

Hugpexyuonnvie u Cpennuit oTUT
napazumapHule
3a601e8aHUsL
Hapywenus co cmoponut l'onoBuas 60
HEepPBHOU CUCTneMbl
Hapywenus co cmoponul KonbroHKTHBUT
opeaHa 3penus (BrITIOUAS

MOKpacHEeHHUe

IJ1a3, BBIICTICHHUS

u 00JTb)
Hapywenus co cmoponul Bounb B yxe Hapymenus co
opeaua cyxa u CTOPOHBI
nabupurmuole OapabaHHOI
HapyweHus MIEPETIOHKH
Hapywenus co cmoponvr | Kamens, Punopes

ObIXAMENbHOU cucmemyl, | 3aJ0KEHHOCTD
0p2aHo6 2pyOHOU KlemKu | HOca
U cpedocmeHtus

Hapywenus co cmoponst | PBoTa Bboub B xxuBOTE
HCENYOOUHO-KUUEUHO20 (BrITIO9ast OOTH B
mpaxkma BEpXHEH YacTu
KUBOTA),
JCTICTICHS,
TOILITHOTA
Hapywenus co cmoponwl HepmaTtut
KOACU U NOOKOINCHBIX (BKITROUAS
mKanetl aJIeprU4eCcKUi 1
aTONINYECKUI
JIEPMATHUT)

Onucarnue omoenbHbixX HeXCeaamelbHblL peaxyuil
HapymeHuﬂ CO CMOpPOHbL HepBHOﬁ cucmemsl U NCUXuKu

['punmo3Has wWHQEKIUs MOXET acCOUUMUPOBATBCA C  PA3IMYHBIMH  HEBPOJOTHYECKUMH
CUMIITOMaMH M W3MCHEHMSIMH TNOBEJCHHS, BKJIIOYAs TaKWe CHMIITOMBI, KaK TaJUTIOIMHAIIHU,
JeIUpUi M aHOpPMaJIbHOE TOBeACHHE. B HEKOTOpBIX Ciy4yasXx OHM MOTYT MPUBECTH K
CMEPTENBHOMY UCXOJ1Y.

JlaHHbIE SBJICHHS MOTYT BO3HUKATh KaK Ha (JOHE pa3BUTHS SHIIE(aATONaTUN WIH dHIle]anuTa, TaK
U OTJICNIbHO, 0€3 IBHOTO TAKEJIOr0 3a00JICBaHMS.

B moctperucTpaiiioHHBIX COOOIICHHSIX Y TMAIMEHTOB, KOTOPHIE MOIYYaIH OCEIIbTAMHUBHUD IS
JICYCHUS TPUIITIA, OTMEUATIUCH CYJIOPOTH U IETUPHI (BKIIOYAsi TAKWE CUMIITOMBI, KaK HapyIIeHHUE
CO3HAHMS, CIYTAaHHOCTh CO3HAaHHWSA, aHOPMaJbHOE TMOBeAeHUE, Opea, TaLTIONUHAINY,
0OECIOKONCTBO, TPEBOXKHOCTh, HOYHBIE KOIIMAaphl). OTHU CIy4ad PEIKO COMPOBOXKIAIHCH
ONACHBIMHM ISl >KHU3HH AKTUBHOCTSIMH WIIM JIETAIbHBIM HCXOAOM. JlaHHEIC SsIBICHUS OBLIU
3apEeTUCTPUPOBAHBI B OCHOBHOM CPE/IM JIETEW U MOAPOCTKOB U YACTO UMENM BHE3AMHOE HAYalo 1
OBICTpOE pa3perieHue.

Pone  ocenbTamMmBUpa B pa3sBUTHM  JIaHHBIX  SIBJIGHMM  HEW3BECTHA.  YKAa3aHHbIC
TICHXOHEBPOJOTUUECKHE HAPYIICHUS TaKKe OBUTH 3apETHMCTPUPOBAHBI Y MAIUEHTOB C TPHUIITIOM,
HE TIOJIY9aBIINX OCEIThTAMUBHUP.

Hapywenus co cmoponul neuenu u scenuegol800auux nymet

Hapymiennst co cTOpOHBI NEYEHU U KEITUEBBIBOSMIINX MYyTEH, BKIIOYAsl TEMATUT U MOBBILLIEHUE
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AKTUBHOCTH «II€UYEHOYHBIX» (PepMEeHTOB, OT Aeqannc'i,n'%:-HE%%EE@E%E&%E%}{HM

3a0o0yieBaHreM. YKa3aHHBIC SIBICHUS TAKXKe BKIIOYAIH (YIbMUHAHTHBIA TeMaTUT/TICYCHOYHYIO
HEJOCTATOYHOCTb C JIETATbHBIM UCXOOM.

IIpouue ocobvie nonynsayuu naYUeHmos

Jlemu (0o 1 200a)

B nByx wuccrnenoBanusix (apMakOKHHETHKH, (papMakOAMHAMHUKU M Mpoduis Oe30MacHOCTH
ocelbTaMHUBHpPA, B KOTOPBIX NMPUHUMAIM ydactue 135 nmereit B Bo3pacte 10 1 rojma ¢ rpumnmom,
npodunas 6e30MacHOCTH IpernapaTa ObUI CONOCTAaBUM B PA3IUYHBIX BO3PACTHBIX TpYIIIaXx.
Haubonee yacto cooOuiaeMbpIMu HexKeNaTEIbHBIMU SBICHUSIMU IIPU 3TOM ObUIM PBOTA, TUapes U

onpenocts (cM. pasnen «DapMakoJIOTMYECKUE CBOWCTBay», Hoapasaen «PapMaKOKHHETHKAR).
JlaHHbI€ O JETSIX B IOCTKOHLIENITYaJbHOM BO3pAacTe 10 36 HEJEeNb HEJOCTaTOUHBI.

JlanHple o 6e30MacHOCTH NPUMEHEHHUsI OCeNIbTAaMHUBHpA NP JICUCHUH Yy JIETe B BO3pAcTe J0
1 roma Mody4eHbl M3 MPOCIEKTUBHBIX M PETPOCIEKTHBHBIX HAOIIOJATEIbHBIX HCCIICAOBAHHUMA
(Bxurouanu Oosiee 2400 nereil JaHHOTO BO3pacTa), MCCIASAOBAHUHN SIUIEMUOJIOTHYCCKUX 0a3
JAHHBIX M MOCTpPErucTpalMoHHOro HabmoneHus. I[Ipoduns GezomacHocTH y neredt no 1 roxa
COIIOCTAaBUM C U3BECTHBIM MpoduiieM 6e301MacHOCTH y JIeTel B Bo3pacTe 1 roja u crapiie.
Tooicunvlie nayuenmvl U nayuenmsl ¢ XPOHUUECKOU CEPOeUHOU U/UlU  OblXamenbHOuU
He0oCmamoyHoOCmvio

[Tomynsiiyst, BKJIIOUEHHAs B UCCIIEIOBAHMS 110 JICUEHUIO TPUIIA, COCTOsIA U3 B 1IEJIOM 370POBbIX
B3POCJIBIX/TIOIPOCTKOB W TALMEHTOB TPYMIBI pPHCKa (PUCK Pa3BUTHUS OCIOKHEHHWH TPHIIIA,
HanpuMep, MONyJsSUus MOXKWJIBIX NAalMEeHTOB U MAallMEHTOB C XPOHUYECKOM CEepAECYHOU WM
JIbIXaTeNbHOM HEe0CTaTOYHOCTHI0). B 1enom mpoguns Oe3onmacHOCTH mpemnapara y MalueHTOB
IPYMIIbI pUCKa ObLI COMOCTABUM C TAKOBBIM Yy B IIEJIOM 3/I0POBBIX B3POCIBIX/TIOAPOCTKOB.
Tlayuenmoi ¢ ocnabreHHbiM UMMYHUMEMOM

JleueHue rpumnma y nalMeHToB ¢ 0caa0IeHHBIM UMMYHUTETOM OLIEHUBAJIOCH B ABYX KJIMHUYECKUX
UCCIIEIOBAaHMSIX : MAI[MEHTHI MOTY4ald CTaHAAPTHYIO 103y WM MOBBIIIEHHYIO 103y (ABOHHYIO MU
TPOWHYI0) ocenbTamuBHpa (cM. pazgen «Dapmakosorudeckue cBoMcTBa»). [Ipoduis
0e30MacHOCTH IMpenapaTa, HaOMI0JaeMblii B JIaHHBIX MCCIEAOBAaHUAX, OBLI COMOCTAaBUM C
TaKOBBIM B MPEABIAYIIMX KINHUYECKUX MCCIIEI0BAHUAX, B KOTOPBIX OCEIbTaMUBUP MPUMEHSIICS
JUIsL JIYEHUs MAUEHTOB C HOPMAJIbHBIM HMMMYHUTETOM CpPEIU BCEX BO3PACTHBIX T'PYII
(310pOBBIE MALMEHTHl WM TMALMEHThl M3 TPYNIbl PUCKA, HANPUMEpP, C JAbIXaTeIbHOW W/HIN
CepAeyHON HENOCTaTOYHOCThI0). Hamboree uyacThIM HeKenaTelNbHBIM SIBICHHEM Y JleTel C
0cJ1a0JIeHHBIM HIMMYHUTETOM ObLTa pBOTa (28 %).

B xone 12-HemenbHOrO wuccinenoBaHus MO npodwiakTuke rpunma y 475 MNalueHToB ¢
ocnabJieHHBIM UMMYHHUTETOM (BKJIt04ast 18 nereit B Bo3pacre ot 1 1o 12 net u crapiie) npopuib
0e30macHOCTH B rpynmne oceiabTamuBUpa (238 mnamueHToB) OBLI COMOCTaBUM C paHee
Ha0JI0/1TaeMbIM ITpOodUIeM OcelbTaMUBHPA B KIMHUYECKUX UCCIIEOBAHUSX 1O MPODUIaKTHKE.
Jlemu ¢ bporxuaneHoU acmmou 8 aHamHese

B nenom npoduis HexenaTenbHbIX peakuuil y 1eTeil ¢ OpoHXHaIbHOM acTMOM B aHaMHe3€e ObLI
COIOCTaBUM C TaKOBBIM B II€JIOM Y 37JOPOBBIX JI€TEH.

Ilepeno3upoBka

B OGonpmmHCTBE CilyyaeB Mepelo3UpOBKAa B XOJl€ KIMHUYECKUX HCCIEAOBAaHUM U TpHU
MIOCTMAapKETUHIOBOM IPHUMEHEHUHU OCelIbTaAMHMBHpAa HE CONPOBOXKJAlTach KaKMMH-THOO
HE)KeNaTeIbHBIMU  SIBJICHUSIMH. B OCTaJbHBIX  ClIydasgX CHUMIOTOMBI  IEPEJO3HUPOBKH
COOTBETCTBOBAJIM HEXKENATEJIbHBIM SIBJICHUSIM, TMpeAcTaBleHHbIM B pasaene «lloGounoe
JIEHCTBHEY.
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B3aumoieiicTBHe ¢ APYTHMH JeKapeTBeHubiNu cpenctiamt =10 BATENBHUCTE D002

PapMaKOKMHETUYECKUE CBOMCTBA OCEIbTAMUBHPA, TAKUE KAK €0 HU3Kas CTEIIEHb CBSI3bIBAHUS C
OenkamMu ¥ MeTaboau3M, He 3aBHUCUMBINA OT M3odepmenta CYP450 u cucTeMbl IIIOKYpOHHUAA3
(cMm. pasnmen «®PapMakoJOTHYECKHE CBOWCTBay, mojapasjaen «DapMakOKHHETHKA»), HE JaloT
OCHOBaHUM MpeAnosaraTh HaJU4YMe KIMHUYECKHM 3HAUMMbIX B3aMMOJECHCTBHM IO yKa3aHHBIM
MEXaHHU3MaM.

Ilpobeneyuo

Koppekuuu 110361 mpu OJAHOBPEMEHHOM MPHUMEHEHHHU C MPOOEHEIUAOM Yy MAIUEHTOB C
HOpMabHOU (pyHKIMEH mouek He Tpedyercs. ONHOBPEMEHHOE MPUMEHEHUE C MPOOEHEINIOM,
MOIITHBIM HHTHOUTOPOM aHHOHHOM KaHAJBIIEBOW CEKPEIUH B IMOYKAX, IPUBOAMT K ~ 2-KPATHOMY
YBEIMYEHUIO SKCTIO3UIIUHN aKTUBHOTO METa0OIUTA OCEIbTAMUBHUPA.

Amoxkcuyunium

Kunernyeckoe B3aMMOJEHCTBHE OCEIbTaMUBHpA U AMOKCHUIWIIMHA (BBIBOJSLIETOCS TEM XK€
MyTeM, YTO U OCEIbTAMUBHP) OTCYTCTBYeT. [Ipeanonaraercs, 4To KOHKYpEHIIUsl OCEIbTaMUBHPA
3a BBIBEJICHHE MTOYKaMHU crabas.

Buigedenue ¢ mouoti

MasioBeposTHbI KJIMHHUYECKH 3HAYMMbIE MEXKJIEKAPCTBEHHBIE B3aWMOJCUCTBHUSA, CBSI3aHHBIE C
KOHKYpPEHLMEHN 3a KaHAJIbLIEBYIO CEKPELMIO, IPUHUMAasi BO BHUMAaHHUE Pe3epB O€30MacCHOCTH s
0OJIBIIMHCTBA OAO0OHBIX MPENapaToB, MyTH BHIBEJCHUS aKTUBHOTO MeTab0JINTa OCEeIbTaMUBHpa
(xiryOoukoBasi (GUIbTpalMs W aHUOHHAS KaHAIbLEBAs CEKPeHus), a TaKKe BBIBOISIIYIO
CIOCOOHOCTh Kaxaoro u3 mnyred. OJIHAKO NPUMEHATh OCEIbTAMUBUP B KOMOHMHAIMM C
mpernapaTamM, HMEIOIIMMU  Y3KYI0 IMPOTY TEpameBTHUYECKOTOo JAeWCTBUS  (HAmpHuMep,
XJIOPIPOTaMHU/I, METOTpeKcat, (eHnI0yTa30H), HEOOXOAUMO C OCTOPOKHOCTHIO.
Hononnumenvnasn ungopmayus

He oOHnapyxeHO (papMaKOKMHETHYECKHX B3aMMOJEHCTBMHA MEXAYy OCEIbTAMUBUPOM MIIM €ro
OCHOBHBIM METAa0O0JIUTOM IPU OJHOBPEMEHHOM IIPUEME C MapareTaMoIOM, alleTHIICATUIIUIOBON
KHUCJIOTOM, IUMETHINHOM, aHTALlUTHBIMU CPEACTBAMHU (MAarHus U allFOMUHUS TUIPOKCU], KaJIbIUs
KapOOHAT), pUMaHTAaIWHOM WM BapdapuHoM (y MaMEHTOB Oe€3 rpummna, CTaOWIbHBIX Ha
Bap(apune).

Oco0ble ykazanust

OcenbTamMuBUp YPGEKTUBEH TOJIBKO B OTHOLIEHUHU 3a00JI€BaHMs, BBI3BAHHOT'O BUPYCOM T'PHUIIIIA.
Jannbie 00 3¢ (GEeKTUBHOCTH OCeIbTaMHUBHpA NMPH TEpanuu 3a00JieBaHUM, BbI3BAaHHBIX WHBIMHU
areHTamMM, OTCYTCTBYIOT (cM. pazznen «DdapmakojJoruueckue CBOMCTBa», MojApa3aes
«DapMaKoIUHAMUKAY).

Ilpenapam Ocenvmamueup He A61:€MCA 3aMEHON 6AKUUHAYUU.

Hcnonp3oBanue mnpenapata OcenbTaMUBHUP HE JODKHO BIUATH HA OIEHKY IMAllMEHTOB IPU
MIPOBEJICHUH €KErOHON BaKIIMHALIMY IPOTHUB TPUIIIA.

3amuTa OT Irpumma JUIMTCS TOJIBKO J0 TeX Mop, MoKa MpuMeHsietrcs npemnapat OcenbTaMUBUD.
[Ipenapat cienyer UCMONB30BaTh TOJIBKO JUIS JIEUSHHUS U MPO(UIAKTHKH I'pUIINA U TOJIBKO B
ClIydae, €CJH JJOCTOBEPHBIE SIUAEMHOJIOTUYECKHE JaHHbIE YKA3bIBAIOT HAa TO, YTO BUPYC IPpUIMINa
HUPKYJIUPYET B OOIIEH MOMyIAIUH.

YyBCTBUTENBHOCTD IUPKYJINPYIOMUX IITAMMOB BUPYCa IPUIIA K OCEIbTAMUBUPY MOXKET CUIIBHO
BapbUpOBaTh (cM. paznen «PapMaKkoJOTHUYECKHe CBOWCTBay, mojapasnen «PapMakoIMHAMUKAY,
MYHKT «P€3UCTEHTHOCTHY).

TakuM o0Opa3zom, NpU Ha3HAUEHUHW MpernapaTa HEOOXOAMMO YUUTHIBATh CaMyIO IOCIIEIHION0
JOCTYIHYIO HH(OPMALIHIO O UyBCTBUTEIBHOCTH LIUPKYJIUPYIOLIEro BUPyca K OCEIbTaMUBHUDY.
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Taoicenoe conymemeyloujee 3a601e6anue (MOCNENOBATENBHOCTE 0002)

Hannpie o Oe3omacHOCTH U 3()()EKTUBHOCTH TNPUMEHEHHUS OCEeIbTaMHUBHpA y MAIMEHTOB C
JOCTAaTOYHO TSDKEJIBIM COINYTCTBYIOIIMM 3a00JIEBAaHHEM WM HECTaOWIIBHBIM COCTOSTHHEM,
IIpeII0JIaratoiuM rOCIUTAIN3ALHI0, OTCYTCTBYIOT.

Tayuenmul ¢ ocnabrenHbiM UMMYHUMEMOM

O¢ddeKkTuBHOCTH OcenbTaMUBUpPA HPU JIEUYCHUMHM WIM NPOQWIAKTUKE TPUIMINA y MAlUCHTOB C
ocina0leHHbBIM MMMYHHUTETOM 4YEeTKO He€ YycTaHoBleHa (cM. pasnen «dDapmakoJoruueckue
cBOMcTBay, noapasnen «PapmakoauHamMuka»). OHAKO y B3pOCIbIX MALUEHTOB C OCIA0JIEHHBIM
MMMYHHUTETOM JICUCHUE TpUIINA CJIeIyeT IPOBOAMTH Ha MNpoTshkeHuu 10 aHel, Tak Kak
KJIMHUYECKHE UCCIIEOBAHMS ITPH 00JIee KOPOTKOM Kypce T€paruy He POBOMIIUCE.
Cepoeunas/ovixamenbHas HeOOCMAMOYHOCHb

D¢ dekTuBHOCTH OCeNbTaMUBUpPA NPU JICYCHUHM WIM NPOQHIAKTUKE TpUNNa Yy MalUEHTOB C
XPOHMYECKON CepJIeUHON W/WJM JbIXaTeIbHON HEeIOCTaTOYHOCTHIO HE YCTaHOBJIEHA. B maHHOM
HOMYJSALUKY MAIMEHTOB YacTOTa BO3HMKHOBEHHS OCJIOKHEHMH ObLla CONOCTaBMMAa B TpYyIIe
JeYeHMsl U Tpynie nianeoo.

Iemu

JlaHHble A7 onpeAeNeHHus A03bl y HEIOHOIIEHHBIX JeTel (IMOCTKOHLENTYyalbHbI BO3pacT
<36 HezeNb) OTCYTCTBYIOT.

Tloueunasn nedocmamouHocms MANCENOU CIMENneHU MANCECU

Y B3pocnbIX MaMEHTOB U MOAPOCTKOB (13-17 yer) ¢ TsKEIoM CTENEeHbI0 IMOYCHHOU
HEIOCTaTOYHOCTH TPH JICYCHUH W MPO(UIAKTHKE TPHUIMIA PEKOMEHIYETCS KOPPEKLHUS JIO3BI.
Knuauyeckue naHHble A7 KOPPEKLUUHU 03Bl Y MJIAJIEHIEB U jaeTeil (B Bo3pacte oT 1 roxa u
CTaplIlie) C MOYEYHON HEeJAOCTaTOYHOCThIO OTCYTCTBYIOT (CM. pasneinbl «Crocod mpuMeHeHus u
7103b» U «DapMaKoJOoruuecKue cBoiicTBay, noapasaen «PapMakOKUHETHKAY).
Ilcuxonesponocuuecxue HapyueHus

VY nanueHToB (B OCHOBHOM Y JeT€il W IMOJPOCTKOB), MPUHUMABIIUX OCEIbTAMHUBHp, ObUIH
3aperucTpUpOBaHbl IICUXOHEBpOJOruueckre HapyuieHus. [1o100HbIE MCHXOHEBPOIOTUYECKUE
HapYyIICHU TaK K€ OTMEYEHbI y MAIIUEHTOB C FPUIIIIOM, HE [TOJIy4aBIIUX oceabTaMuBup. Cinenyer
THIATEIbHO MOHUTOPUPOBATh MAIlMEHTOB Ha MPEJIMET U3MEHEHUHN B MOBEJIEHUH, PUCK U MOJb3a
IPOJOKEHUS Tepaluu JOJKHBI OBITh OLIEHEHBI JJIS Ka)KJ0ro MAalMeHTa MHAWBUIYAIBHO (CM.
paszznen «IlobouyHoe neiicTBue»).

Hucmpyxkyuu no npumenenuro, 06paweHuio u YHU4mo#Cenuio

[Toraganue JeKapCTBEHHBIX IPENapaToB B OKPYXKAIOLIYIO CpeAy IOKHO OBbITh CBEIEHO K
MuHUMyMy. He crnenyer yrunmusupoBaTh IpemnapaT ¢ MOMOIIBIO CTOYHBIX BOJ WM BMECTE C
ObITOBBIMU 0TX0J1aMU. 10 BO3MOXKHOCTH HEOOXOAMMO UCIOIb30BaTh CIIELUAIbHBIE CHCTEMBI JUIS
YTUIIM3ALUY JIEKapCTBEHHBIX MTPENapaToB.

Bunsinne Ha cIOCOOHOCTH YNIPABJISITH TPAHCIIOPTHBIMHU CPEACTBAMM U MeXaHU3MaMH
[Ipenapat He BnuseT NUOO OKa3bIBA€T HE3HAYUTENIPHOE BIMSHHE Ha CIHOCOOHOCThH YIPaBIAThH
TPAHCIIOPTHBIMU CPEACTBAMH U MEXaHU3MaMH.

dopMa BbINTYCKa

Kancynsi, 30 mr, 45 mr, 75 wmr.

[To 10 mam 15 kamcyn B KOHTYpHYIO sueiikoByro ymnakoBky u3 mieHkd [IBX u ¢donbru
AJTIOMUHHUEBOM NTEYaTHOM JTaKUPOBAHHOM.

ITo 1, 3, 6 nin 9 KOHTYPHBIX STYEUKOBBIX YITAaKOBOK 110 10 kancys wim 1o 1, 2, 4 wim 6 KOHTYpHBIX
AYEHUKOBBIX YINAKOBOK IO 15 Kamcyn BMECTe ¢ MHCTPYKIMEH MO0 MEIUIUHCKOMY NMPUMEHEHUIO
MOMEIIAIOT B TTAYKy M3 KapTOHA KOPOOOUHOTO.
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 19.01.2024 N= 834
YciaoBus XpaHeHust (NOCNEOCBATENEHOCTE 0002)

B 3amunienHoM OT cBeTa MecTe IpH Temneparype He Boiie 25 °C

XpaHUTb B HEIOCTYITHOM JUJIs1 IETEH MecCTe.

Cpok rognocTu

3 rona.

He mpuMeHSATh 110 UCTEYCHUH CPOKA T'OTHOCTH.

YcaoBusi oTnycka

OTITyCKaOT MO perenTy.

IIpousBoauTen

000 «M3Bapuno ®apmay, Poccust

108817, r. Mocksa, nocenenne BuykoBckoe, BuykoBckoe mocce 5-it kM, goMoBnazaenue 1, cip. 1.
Ilpemensuu nompebumerneli HaNPasIAMs 8 A0pec NPOU380OUMENA.

000 «M3Bapuno ®apmay, Poccus

108817, r. Mocksa, nocenenre BuykoBckoe, BHykoBckoe mocce 5-if kM, goMoBiaaenue 1, cip. 1.
Ten.: +7 (495) 232-56-55

daxkc: +7 (495) 232-56-54
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